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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
21  CFR  Part  876 
[Docket  No.  78N>1945] 

Classification  of  Gastroenterology* 
Urology  Devices;  Development  of 
General  Provisions 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary;  The  Food  and  Drug 
Administration  (FDA)  is  proposing 
general  rules  applicable  to  the 
classiHcation  of  all  gastroenterology- 
urology  devices.  The  Medical  Device 
Amendments  of  1976  require  the  agency 
to  classify  all  medical  devices  intended 
for  human  use  into  three  categories: 
class  I,  general  controls;  class  II, 
performance  standards;  and  class  ni, 
premarket  approval.  In  the  preamble  to 
this  proposal,  FDA  describes  the 
development  of  the  proposed  regulations 
classifying  individual  gastroenterology- 
urology  devices,  which  are  being 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  The  preamble  also 
describes  the  activities  of  the 
Gastroenterology-Urology  Device 
Section  of  the  General  Medical  Devices 
Panel  (formerly  the  Gastroenterological 
and  Urological  Device  Classification 
Panel),  an  FDA  advisory  committee  that 
makes  recommendations  to  FDA 
concerning  the  classification  of 
gastroenterology-urology  devices. 

DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  Hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT*. 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Device  Classification  System 

The  Medical  Device  Amendments  of 
1976  (the  amendments)  (Pub.  L.  94-295) 
establish  a  comprehensive  system  for 
the  regulation  of  medical  devices 
intended  for  human  use.  One  provision 
of  the  amendments,  section  513  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  (21  U.S.C.  360c)  establishes 


three  categories  (classes)  of  devices, 
depending  on  the  regulatory  controls 
needed  to  provide  reasonable  assurance 
of  their  safety  and  effectiveness.  The 
three  categories  are  as  follows:  class  I, 
general  controls;  class  II,  performance 
standards;  and  class  III,  premarket 
approval. 

Most  devices  are  not  classified  under 
section  513  of  the  act  until  after  FDA  has 
(1)  received  a  recommendation  from  a 
device  panel  (an  FDA  advisory 
committee);  (2)  published  the  panel’s 
recommendation  for  comment,  along 
with  a  proposed  regulation  classifying 
the  device;  and  (3)  published  a  final 
regulation  classifying  the  device.  These 
steps  must  precede  the  classification  of 
any  device  that  was  in  commercial 
distribution  before  May  28, 1976  (the 
date  of  enactment  of  the  amendments) 
and  that  was  not  previously  regarded  by 
FDA  as  a  new  drug  under  section  505  of 
the  act  (21  U.S.C.  355).  A  device  that  is 
first  offered  for  commercial  distribution 
after  May  28, 1976,  and  that  is 
substantially  equivalent  to  a  device 
classified  under  this  scheme,  is 
classified  in  the  same  class  as  the 
device  to  which  it  is  substantially 
equivalent. 

A  device  that  FDA  previously 
regarded  as  a  new  drug,  or  a  newly 
offered  device  that  is  not  substantially 
equivalent  to  a  device  that  was  in 
commercial  distribution  before  the 
amendments,  is  classified  by  statute  into 
class  III.  These  two  types  of  devices  are 
classified  into  class  III  without  any  FDA 
rulemaking  proceedings.  The  agency 
determines  whether  new  devices  are 
substantially  equivalent  to  previously 
offered  devices  by  means  of  the 
premarket  notification  procedure  in 
section  510(k)  of  the  act  (21  U.S.C. 

360(k))  and  Part  807  of  the  regulations 
(21  CFR  Part  807). 

Related  Regulations 

In  the  Federal  Register  of  July  28, 1978 
(43  FR  32988),  the  agency  issued  final 
regulations  describing  the  procedures 
for  classifying  devices  intended  for 
human  use.  These  regulations,  which 
were  proposed  in  the  Federal  Register  of 
September  13, 1977  (42  FR  46028), 
supplement  the  agency’s  regulations  in 
Part  14  (21  CFR  Part  14)  governing  the 
use  of  advisory  committees.  The  agency 
also  issued  interim  device  classification 
procedures  in  a  notice  published  in  the 
Federal  Register  of  May  19, 1975  (40  FR 
21848). 

Activities  of  Panel 

Anticipating  enactment  of  the 
amendments,  FDA  established  several 
advisory  committees  to  make 
preliminary  recommendations  on  de\dce 


classification.  The  Gastroenterology- 
Urology  Device  Classification  Panel  (the 
Panel)  was  originally  chartered  on  April 
16, 1973,  as  the  Panel  on  Review  of 
Gastroenterological  and  Urological 
Devices.  FDA  placed  a  report  of  the 
Panel’s  tentative  classification 
recommendations  on  file  with  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  and 
announced  the  availability  of  the  report 
to  the  public  by  notice  published  in  the 
Federal  Register  of  April  20, 1976  (41  FR 
16603).  On  August  9, 1976,  the  Panel  and 
other  preamendments  device 
classification  panels  were  rechartered  to 
reflect  their  new  responsibilities  under 
the  amendments.  The  agency  directed 
each  panel  to  reconsider  its 
preamendments  classification 
recommendations  in  light  of  the  new 
requirements.  In  1976  and  1977,  the 
Panel  reviewed  all  devices  that  FDA 
had  referred  to  it  to  make  certain  that  its 
recommendations  were  in  accord  with 
the  amendments. 

Throughout  the  Panel’s  deliberations, 
interested  persons  were  given  an 
opportunity  to  present  their  views,  data, 
and  other  information  concerning  the 
classification  of  gastroenterology- 
urology  devices.  The  Panel  also  invited 
experts  to  testify  and  sought  information 
on  many  devices  from  the  published 
literature. 

In  October  1977,  the  Panel  submitted 
to  FDA  a  preliminary  report  of  its 
recommendations.  Tlie  report  included  a 
roster  of  current  and  former  Panel 
members  and  consultants  and  listed  all 
meeting  dates.  'The  agency  placed  a 
copy  of  the  report  in  the  Dockets 
Management  Branch  (HFA-305),  Food 
and  Drug  Administration,  and 
announced  its  availability  to  the  public 
by  notice  published  in  the  Federal 
Register  of  November  29, 1977  (42  FR 
60792).  At  subsequent  meetings  the 
Panel  changed  its  previous 
recommendations  concerning  the 
classification  of  several  devices.  An 
addendum  to  the  Panel  report  showing 
these  changes  has  been  placed  in  the 
Dockets  Management  Branch,  Food  and 
Drug  Administration.  Also  available  in 
the  Dockets  Management  Branch  are 
summary  minutes  from  all  Panel 
meetings,  verbatim  transcripts  of 
meetings  held  after  May  28, 1976  (the 
date  of  enactment  of  the  amendments), 
and  all  references  cited  in  individual 
gastroenterology-urology  device 
proposed  classification  regulations. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
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published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  28, 
1978  (43  FR  22672  and  22873).  The 
Gastroenterological  and  Urological 
Device  ClassiHcation  Panel  was 
terminated,  and  its  functions  are  now 
conducted  by  the  Gastroenterology- 
Urology  Device  Section  of  the  General 
Medical  Devices  Panel. 

Relationship  Between  the  Device  Names 
in  the  Device  Registration  and  Listing 
Codes  and  the  Device  Names  in 
Clasr'Hcation  Regulations 

Some  manufacturers  have  become 
accustomed  to  identifying  a  device  by 
its  registration  and  listing  name  and 
three  letter  code  used  for  purposes  of 
device  listing  imder  section  510  of  the 
act  (21  U.S.C.  360).  However,  FDA  is  still 
making  changes  in  the  names  and 
identifications  of  generic  types  of 
devices  in  the  classification  regulations 
for  all  devices  for  which  final 
regulations  have  not  been  published. 
Because  FDA  has  not  uaed  the  present 
device  registration  and  listing  names  in 
the  proposed  and  final  classification 
regulations,  FDA  has  prepared  an  index 
of  names  of  generic  t^es  of  medical 
devices  used  in  classification 
regulations  to  aid  a  manufacturer  in 
matching  its  device  with  the  proper 
classification  regulation.  The  index 
shows  the  device  registration  and  listing 
product  code  for  each  device  reviewed 
by  a  classification  panel  and  the 
corresponding  name  of  the  generic  type 
of  device  and  classification  panel  in 
which  the  device  classification  will  be 
published  in  the  Federal  Register.  The 
agency  announced  the  availability  of 
this  index  in- the  Federal  Register  of 
March  6, 1979  (44  FR  12269).  If 
necessary,  this  index  will  be  updated 
and  the  availability  of  the  revised  index 
will  be  reannounced  in  the  Federal 
Register .  FDA  believes  that,  because 
this  index  is  available,  it  is  unnecessary 
to  include  or  cross  reference  the  present 
device  registration  and  listing  name  and 
product  code  in  the  classification 
regulations.  In  the  future,  following 
publication  of  most  of  the  device 
classification  regulations,  the  agency 
will  revise  and  reissue  the  device 
registration  and  listing  product  code  so 
the  device  names  to  be  used  for 
registration  and  listing  correspond  to  the 
device  names  in  the  final  device 
classification  regulations. 

List  of  Gastroenterology-Urology 
Devices 

In  1972  FDA  surveyed  device 
manufacturers  to  identify  the  devices  for 
which  classification  regulations  would 
be  needed.  Following  this  survey,  FDA 


developed  a  list  of  gastroenterology- 
urology  devices.  The  Panel 
supplemented  the  list  by  using  its 
members’  knowledge  of 
gastroenterology-urology  devices  in  use. 
Devices  that  were  solely  for 
experimental  or  investigational  use  or 
that  were  not  generally  available  were 
not  included.  Additional 
gastroenterology-urology  devices,  which 
are  not  included  in  this  list  and  which 
were  commercially  available  before 
May  28, 1976,  will  be  added  to  the  list  as 
necessary. 

FDA  is  proposing  to  establish  a  new 
Part  876  in  tide  21  of  the  Code  of  Federal 
Regulations.  Part  876  will  consist  of 
sections  identifying  each 
gastroenterology-urology  device  with  a 
brief  narrative  description  and  stating 
the  classification  of  that  device.  A  list  of 
gastroenterology-urology  devices 
appears  elsewhere  in  tiiis  preamble. 

Individual  Gastroenterology-Urology 
Device  Classification  Reg^ations 

Elsewhere  in  this  issue  of  the  Federal 
Register,  the  agency  is  issuing  57 
individual  proposed  regulations  to 
classify  each  gastroenterology-urology 
device.  The  agency  is  proposing  to 
classify  4  of  these  devices  into  class  I 
(general  controls],  40  devices  into  class 
II  (performance  standards),  and  10  into 
class  III  (premarket  approval).  In 
addition,  in  one  document  the  agency  is 
proposing  to.  classify  a  device  into  class 
U,  while  proposing  to  classify  some 
accessories  of  the  device  into  class  I.  In 
two  other  documents,  FDA  is  proposing 
to  classify  devices  into  class  fi  for  some 
uses  and  into  class  III  for  other  uses. 

The  agency  also  is  publishing  the 
recommendations  of  the  Panel  regarding 
these  devices,  as  required  by  section  513 
(c)(2)  and  (d)(1)  of  the  act  (21  U.S.C.  360c 
(c)(2)  and  (d)(1)). 

Published  Panel  Recommendations 

Each  published  Panel 
recommendation  concerning  a 
gastroenterology-urology  device 
includes  the  information  described 
below. 

1.  Identification.  Both  the  Panel 
reconunendation  and  the  proposed  FDA 
classification  regulation  include  a  brief 
narrative  identification  of  the  device. 
The  identification  statement  is 
necessarily  broad  because  it  applies  to  a 
category  or  type  of  device  rather  than  to 
a  specific  device.  As  explained  in 
proposed  §  876.1  (21  CFR  876.1),  any 
manufacturer  of  a  newly  ofiered  device 
who  files  a  premarket  notification 
submission  under  section  510(k)  of  the 
act  (21  U.S.C.  360(k))  and  Part  (21 
CFR  Part  807)  of  the  regulations  cannot 
show  merely  that  the  device  is 


accurately  described  by  the  section  title 
and  identification  provisions  of  a 
classification  regulation.  Although  a 
new  device  may  be  described  accurately 
by  the  title  and  identification  in  a 
classification  regulation,  it  is 
nevertheless  in  class  III  under  section 
513(f)  of  the  act  if  it  is  not  substantially 
equivalent  to  a  preamendments  device 
(or  to  a  postamendments  device  that  has 
already  been  reclassified  from  class  III 
into  class  I  or  class  II).  It  is  not  practical 
for  FDA  to  publish  an  identification  of 
each  type  of  device  that  is  so  detailed  as 
to  anticipate  every  product  featme  that 
may  be  relevant  in  determining  whether 
a  new  device  is  substantially  equivalent 
to  previous  devices  classified  by  the 
regulation.  The  agency  believes  that  this 
problem  was  recognized  in,  and 
addressed  by,  the  premarket  notification 
procedures  in  section  510(k)  of  the  act 
Accordingly,  any  manufacturer  who 
submits  a  premarket  notification 
submission  should  state  why  the 
manufacturer  believes  the  device  is 
substantially  equivalent  to  other  devices 
in  commercial  distribution,  as  required 
by  i  807.87  (21  CFR  807.87),  and  whether 
the  device  is  described  in  a 
classification  regulation. 

Several  regulations  classify  products 
that  have  both  medical  and  nonmedical 
uses.  FDA  will  regulate  a  multipurpose 
product  as  a  medical  device  if  it  is 
intended  for  a  medical  purpose  i.e.,  for 
“use  in  the  diagnosis  of  disease  or  other 
conditions,  or  in  the  cme,  mitigation, 
treatment  or  prevention  of  disease,"  or 
“to  atiect  the  structure  or  any  function 
of  the  body.”  Section  201(h).  FDA  will 
determine  the  intended  use  of  a  product 
based  upon  the  expressions  of  the 
persons  legally  responsible  for  its 
labeling  and  by  the  circumstances 
surrounding  its  distribution.  The  most 
important  factors  the  agency  will 
consider  in  determining  the  intended  use 
of  a  particular  product  are  the  labeling, 
advertising,  and  other  representations 
accompanying  the  product.  Products 
that  have  medical  uses  only  are  clearly 
intended  for  medical  purposes  and, 
therefore,  will  be  regulated  as  medical 
devices  whether  or  not  medical  claims 
are  made  for  them. 

2.  Recommended  classification.  Each 
Panel’s  recommendation  describes 
whether  the  device  is  recommended  for 
classification  into  class  I  (general  . 
controls),  class  II  (performance 
standards],  or  class  III  (premarket 
approval). 

For  each  device  recommended  for 
classification  into  class  I,  the  Panel 
considered  whether  the  device  should 
be  exempt  fi-om  any  requirements  under 
certain  sections  of  the  act:  section  510 
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(21  U.S.C.  360,  registration),  section  519 
(21  U.S.C.  360i,  records  and  reports),  and 
section  520(f)  (21  U.S.C.  360j(f).  good 
manufacturing  practice  requirements). 
The  Panel  reconunended  that  several 
devices  be  exempted  from  section  510, 
section  519,  and  section  520(f)  of  the  act 
in  the  manufacture  of  these  devices.  The 
agency's  policy  concerning  these 
exemption  recommendations  is 
discussed  below  in  the  section  of  this 
proposal  concerning  “Exemptions  for 
Class  I  Devices.” 

A  Panel  recommendation  that  a 
device  be  classified  into  class  II 
includes  the  Panel’s  recommended 
priority  (“high,”  “medium,”  or  “low”)  for 
establishing  a  performance  standard  for 
the  device.  Similarly,  each  Panel 
recommendation  that  a  device  be 
classified  into  class  III  includes  the 
Panel's  recommended  priority  (“high," 
“medium,”  or  “low”)  for  application  of 
premarket  approval  requirements  to  that 
device.  As  explained  below  in  the 
section  of  this  notice  concerning 
“Priorities  for  Class  II  and  III  Devices,” 
the  agency  is  not,  however,  proposing 
the  establishment  of  FDA  priorities  at 
this  time. 

3.  Summary  of  reasons  for 
recommendation.  The  summary  of 
reasons  for  the  Panel’s  recommendation 
explains  why  the  Panel  believes  that  a 
particular  device  meets  the  statutory 
criteria  for  classiHcation  into  class  I,  II, 
or  m. 

Except  in  those  instances  in  which 
FDA's  classification  proposal  differs 
from  the  Panel’s  recommendation,  FDA 
is  adopting  the  Panel’s  summary  of 
reasons  as  the  agency’s  statement  of  the 
reasons  for  issuing  the  regulations,  as 
required  by  section  517(f)  of  the  act  (21 
U.S.C.  360g(f)). 

The  summary  of  reasons  for  a 
recommendation  identiHes  any  device 
that  is  an  implant  or  a  life-supporting  or 
life-sustaining  device.  The  summary  of 
reasons  for  any  implant  or  life- 
supporting  or  life-sustaining  device  that 
is  not  recommended  for  classiHcation 
into  class  III  also  explains  why  the 
Panel  determined  that  classiHcation  of 
the  device  into  class  III  is  not  necessary 
to  provide  reasonable  assurance  of  its 
safety  and  effectiveness.  The  agency 
provides  a  similar  explanation  in  the 
“Proposed  Classirication”  section  of  the 
preamble  to  any  proposal  to  classify  an 
implant  or  a  life-supporting  or  life- 
sustaining  device  into  a  class  other  than 
class  III. 

4.  Summary  of  data  on  which  the 
recommendation  is  based.  In  many 
cases,  the  Panel  based  its 
recommendations  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices 


under  review.  The  Panel  particularly 
relied  upon  clinical  experience  and 
judgment  when  the  Panel  considered  a 
device  that  had  been  used  extensively 
and  was  accepted  widely  before  the 
amendments  were  enacted.  The 
legislative  history  of  the  amendments 
provides  that  the  term  “data”  has  a 
special  meaning  in  section  513(c)(2)(A) 
of  the  act,  which  requires  that  a  Panel 
recommendation  summarize  the  data 
upon  which  a  recommendation  is  based. 
As  used  in  that  section,  "data”  refers 
not  only  to  the  results  of  scientific 
experiments,  but  also  to  less  formal 
evidence,  other  scientiRc  information,  or 
judgments  of  experts  (House  Committee 
on  Interstate  and  Foreign  Commerce, 
Medical  Device  Amendments  of  1976, 
H.R.  Kept.  No.  94-853,  94th  Congress,  2d 
Session  40  (1976)).  FDA  has  determined 
that  clinical  experience  and  judgment 
constitute  valid  scientific  evidence  for 
classifying  certain  devices. 

In  many  cases,  FDA  sought  more  data 
and  information  concerning  the 
classification  of  a  device  than  were 
cited  by  the  Panel.  References  to  these 
data  and  information  are  found  in  the 
“Proposed  Classification”  section  of  the 
preambles  to  individual 
gastroenterology-urology  device 
regulations.  The  agency  is  adopting  as 
its  statement  of  the  basis  for  issuing  the 
regulation  imder  section  517(f)  of  the  act 
the  Panel’s  summary  of  the  data  on 
which  a  recommendation  to  classify  a 
device  is  based,  together  with  any 
additional  data  and  information  cited  in 
the  preamble  to  the  proposed 
classification  regulation. 

5.  Risks  to  health.  In  identifying  the 
risks  to  health  presented  by 
gastroenterology-urology  devices,  the 
Panel  recognized  that  few  devices  are 
completely  free  of  risk.  The  Panel  listed 
the  risks  it  considered  most  significant, 
especially  those  that  are  unique  to  the 
individual  device.  In  some  cases,  FDA 
has  identified  risks  to  health  presented 
by  a  device  in  addition  to  those 
presented  by  the  Panel.  These  additional 
risks  are  set  out  in  the  section  of  the 
preamble  concerning  the  “Proposed 
Classification”  of  a  particular  device. 
The  term  “electrical  injury”  in  this 
section  includes  electrical  shock  as  well 
as  other  adverse  effects  of  electricity, 
such  as  bums  and  the  consequences  of 
electrically  induced  muscular 
contractions. 

Because  of  the  classification 
recommendations  and  FDA  regulations 
may  not  identify  all  risks  to  health 
presented  by  gastroenterology-urology 
devices,  future  regulations  establishing 
performance  standards  under  section 
514  of  the  act  (21  U.S.C.  360d)  or 


requiring  premarket  approval  under 
section  515(b)  of  the  act  (21  U.S.C. 
360e(b))  may  identify  additional  risks  to 
health  to  be  addressed  by  FDA 
requirements. 

Proposed  Classification 

Each  proposed  regulation  to  classify  a 
gastroenterology-urology  device  states 
whether  FDA  agrees  with  the  Panel’s 
recommendation,  describes  the  agency's 
proposed  classification  of  the  device, 
and  proposes  a  new  section  in  Part  876 
in  which  the  device  classification  will  be 
codified. 

FDA  cautions  that  the  final 
classification  of  a  device  may  differ 
from  the  proposal.  Factors  that  may 
cause  such  a  change  include  comments, 
the  agency's  reconsideration  of  existing 
data  and  information,  and  the  agency’s 
consideration  of  new  data  and 
information. 

Priorities  for  Class  II  and  III  Devices 

For  a  device  that  the  Panel 
recommends  be  classified  into  class  n  or 
class  III,  section  513(c)(2)(A)  of  the  act 
requires  that  the  Panel  recommendation 
include,  to  the  extent  practicable,  a 
recommendation  for  the  assignment  of  a 
priority  for  application  to  the  device  of 
performance  standards  or  premarket 
approval  requirements.  In  developing  its 
advice  concerning  priorities  (“high,” 
“medium.”  or  “low”)  of  device 
recommended  for  classification  into 
class  II  or  class  III,  the  Panel  compared 
the  devices'with  other  gastroenterology- 
urology  devices,  based  on  information 
available  to  the  Panel  members 
concerning  the  relative  importance  of 
use  of  the  device  and  the  relative  risks 
presented  by  the  device.  The  Panel 
recommended  assignment  of  a  “high 
priority”  only  to  those  class  II  or  class 
III  devices  that  the  Panel  believed 
should  receive  the  agency’s  immediate 
attention. 

FDA  is  not  proposing  at  this  time  to 
establish  priorities  for  development  of 
performance  standards  for  all  class  II 
devices.  Section  513(d)(3)  of  the  act 
authorizes,  but  does  not  require, 
establishment  of  these  priorities.  In  the 
Federal  Register  of  February  1, 1980  (45 
FR  7489  and  45  FR  7493),  FDA  published 
notices  identifying  which  class  II 
devices  the  agency  found  to  warrant  a 
high  priority  for  the  development  of 
performance  standards.  At  a  later  date, 
the  agency  will  establish  priorities  for 
the  development  of  standards  for  the 
remaining  class  II  devices.  All  priorities 
established  by  the  agency  are  based  on 
the  classification  panels’ 
recommendations,  available  resources, 
and  other  relevant  factors.  The  agency’s 
priorities  will  be  reflected  in  the 
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agency’s  annual  budget  request  and 
other  publicly  available  documents  and 
may  be  published  in  the  Federal 
Register. 

Exemptions  for  Class  I  Devices 

Section  513  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360c) 
provides  that  FDA  may  exempt  a  device 
recommended  for  classiHcation  into 
class  I  from  a  requirement  under  the 
following  sections  of  the  act:  section  510 
(21  U.S.C.  360],  registration;  section  519 
(21  U.S.C.  360i),  records  and  reports;  and 
section  520(f)  (21  U.S.C.  360j(f)),  good 
manufactiuing  practices. 

Under  section  510  of  the  act,  a  person 
“engaged  in  the  manufacture, 
preparation,  propagation,  compounding 
or  processing  of  *  *  *  a  device  or 
devices”  must  register  with  FDA 
(section  510(b]  through  (i)],  file  a  list  of 
devices  (section  510(j]),  and  notify  FDA 
at  least  90  days  before  beginning 
commerical  distribution  of  a  device 
(section  510(k)).  (See  Part  807  (21  CFR 
Part  807).]  Section  510(g)(4)  authorizes 
the  agency  to  exempt  a  device  from 
section  510  if  it  finds  that  compliance 
with  that  section  is  not  necessary  for  the 
protection  of  the  public  health.  In 
§  807.65  (21  CFR  807.65),  FDA  has 
exempted  certain  classes  of  persons 
from  section  510  of  the  act.  ^veral 
devices  classification  panels  have 
recommended  that  manufacturers  of 
certain  class  I  devices  also  be  exempted 
from  all  or  some  of  the  requirements  of 
section  510.  The  agency  has  determined 
that  protection  of  the  public  health 
requires  that  manufactiu^rs  of  medical 
devices,  other  than  those  already 
exempt  under  §  807.65,  register  and  list 
their  products  with  FDA  to  ensure  that 
the  agency  can  identify  these 
manufacturers  and  their  products  and 
conduct  necessary  inspections. 

The  agency  has  determined,  however, 
that  it  is  not  necessary  for  the  protection 
of  the  public  health  that  FDA  receive 
premarket  notification  submissions  for 
certain  devices.  Thus,  the  agency  has 
proposed  to  exempt  manufacturers  of 
certain  devices  from  Subpart  E  of  Part 
807  of  the  regulations,  which  implements 
section  510(k)  of  the  act.  The  agency 
does  not,  at  this  time,  anticipate  that 
premarket  approval  will  be  required  for 
these  devices.  The  agency  believes  that 
the  semiannual  updating  of  device 
listing  under  section  510(j)(2)  of  the  act 
will  provide  FDA  with  adequate  notice 
of  new  products  within  these  generic 
types  of  devices. 

Section  519  of  the  act  authorizes  FDA 
to  issue  regulations  requiring  device 
manufacturers,  importers,  and 
distributors  to  establish  and  maintain 
such  records,  make  such  reports,  and 


provide  such  information  as  the  agency 
may  reasonably  require  to  assure  that 
devices  are  not  adulterated  or 
misbranded  and  to  otherwise  assure 
their  safety  and  effectiveness.  The 
records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  Part  820  (21  CFR 
Part  820),  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  ^A  will  publish  other 
regulations  in  accordance  with  section 
519  of  the  act,  including  regulations 
requiring  reports  to  FDA  of  experience 
with  medical  devices.  Until  these  ^ 
regulations  are  issued,  FDA  believes 
that  it  cannot  properly  issue  exemptions 
fivm  them.  In  the  future,  whenever  the 
agency  proposes  device  regulations  that 
include  records  and  reports 
requirements,  interested  persons  may 
submit  comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempted  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate. 

’The  only  type  of  exemption  frt)m 
records  and  reports  requirements  that 
FDA  is  proposing  now,  in  device 
classification  relations,  is  an 
exemption  of  certain  manufacturers 
frvm  most  requirements  of  the  device 
GMP  regulation.  As  explained  below, 
the  exemption  will  not  extend  to  two 
device  GMP  records  requirements. 

’The  device  GMP  regulation  was 
published  in  final  form  in  the  Federal 
Register  of  July  21, 1978.  At  the  time  of 
the  Panel’s  recommendations,  the  GMP 
regulation  had  not  yet  been 
promulgated,  and  the  agency  had  not  yet 
developed  criteria  for  exempting 
manufacturers  of  a  class  I  device  firom 
GMP  requirements.  ’The  agency  has  now 
decided  that,  if  any  one  of  the  following 
criteria  is  met,  FDA  will  consider 
exempting  from  the  GMP  regulation 
manufacturers  of  a  class  I  device  that  is 
not  labeled  or  otherwise  represented  as 
sterile.  The  agency  will  not,  however, 
exempt  manufacturers  of  a  device  from 
general  requirements  concerning  records 
or  complaint  files.  ’The  criteria  are: 

1.  FDA  has  determined,  based  on 
adequate  information  about  current 
practices  in  the  manufacture  of  the 
device  and  about  user  experience  with 
the  device,  that  application  of  the  GMP 
regulation  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 

2.  roA  has  determined  that  all 
possible  defects  relating  to  the  safety 
and  efiectiveness  of  th«:  device  are 
readily  detectable  before  use,  either 
through  visual  examination  by  the  user 


or  routine  testing  before  use,  e.g.,  testing 
a  clinical  laboratory  reagent  with 
positive  and  negative  controls. 

3.  FDA  has  determined  that  any  defect 
in  the  device  that  is  not  readily 
detectable  will  not  result  in  a  device 
failure  that  could  have  an  adverse  effect 
on  the  patient  or  other  user. 

FDA  has  determined  that  no  device 
that  is  labeled  or  otherwise  represented 
as  sterile  will  be  exempted  from  the 
device  GMP  regulation.  A  sterile  device 
must  be  subject  to  the  entire  GMP 
regulation  to  ensure  that  manufacturers 
adequately  reduce  the  bioburden 
(number  of  microorganisms)  on  the 
device  and  its  components  during  the 
manufacturing  process.  This  reduction  is 
accomplished  tlu'ough  adherence  to  a 
comprehensive  quality  assurance 
program  as  is  required  by  the  GMP 
regulation,  with  adequate  environmental 
controls,  trained  personnel,  appropriate 
maintenance  and  calibration  of 
sterilization  equipment,  recordkeeping 
concerning  lot  sterility,  strict  packaging 
and  labeling  controls,  and  other  quality 
assurance  measures. 

The  agency  also  has  determined  that 
no  exemption  frt)m  the  device  GMP 
regulation  will  extend  to  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  or  §  820.198,  with 
respect  to  complaint  files.  ’The  agency 
believes  that  granting  exemptions  from 
these  sections  would  not  be  in  the  public 
interest,  and  that  compliance  with  these 
sections  is  not  unduly  burdensome  for 
device  manufacturers.  To  ensure  that 
device  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup,  all  manufacturers  are  required 
to  comply  with  the  complaint  file 
requirements.  All  device  manufacturers 
also  are  required  to  comply  with  the 
general  requirements  concerning  records 
to  ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is  * 
still  appropriate. 

In  general,  FDA  has  not  initiated 
proposals  to  exempt  manufacturers  of 
devices  from  requirements  under  section 
510  or  520(f)  of  the  act,  but  has  acted  on 
the  basis  of  exemption 
recommendations  of  the  device 
classification  panels.  However,  FDA  has 
proposed  occasionally  to  exempt 
manufacturers  of  certain  devices 
classified  into  class  I  or  class  II  from  the 
requirements  of  certain  sections  of  the 
Gk^  regulation,  according  to  the  above 
exnnption  criteria.  Manufacturers  and 
other  interested  persons  may  submit 
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comments  on  the  appropriateness  of  the 
proposed  exemptions  of  manufacturers 
of  devices,  whether  the  exemptions  are 
proposed  in  response  to 
recommendations  of  the  panels  or  on  the 
agency’s  initiative.  Comments 
requesting  additional  exemptions  should 
be  supported  by  information  showing 
that  the  exemption  of  manufacturers  of  a 
device  from  the  premarket  notification 
requirement  or  the  GMP  regulation  is 
consistent  with  the  criteria  discussed 
above. 

Guidelines  for  Preparing  Petitions 
Requesting  Exemption  or  Variance  From 
the  Device  GMP  Regulation  for  Devices 
Classified  Into  Class  I  or  Class  II 

FDA  has  prepared  guidelines  on  the 
procedures  that  should  be  followed  by 
persons  who  wish  to  submit  petitions  for 
exemption  or  variance  from  the  device 
GMP  regulation.  These  petitions  may  be 
submitted  in  accordance  with  provisions 
of  section  520(f)(2)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360j(f)(2)).  The  agency  announced  the 
availability  of  the  guidelines  in  a  notice 
published  in  the  Federal  Register  of 
January  18, 1980  (45  FR  3671). 

List  of  Gastroenterology-Urology 
Devices 

The  following  is  a  list  of 
gastroenterology-urology  devices  that 
FDA  is  proposing  to  classify,  the  section 
in  the  Code  of  Federal  Regulations 
under  which  the  regulation  classifying 
the  device  will  be  codified,  the  docket 
number  of  the  proposed  classification 
regulation,  and  the  proposed 
classification  of  each  device. 

S  3ction  and  device  ^*22?**  Class 


Subpart  B— Oignostic  Devices 
876.1075  Gastroenterotogy-HiTOlogy  78N-1946  II 
biopsy  instrumenL 

676.1400  Stomach  pH  electrode _ 78N-1952  II 

876.1500  Endoscope  and  accessories...  76N-1953  II 
876.1620  Urodynamics  measurement  78N-1950  H 
system. 

876.1725  Gastrointestinal  motility  78N-1955  II 
monitoring  system. 

876.1800  Uriiie  flow  or  volume  meas-  78N-1964  H 
pring  system. 

Subpart  C — Monitoring  Devices 

876  2040  Enuresis  alarm . . . „.  78N-1958  H 

Subpart  D— Prosthetic  Devices 

876.3350  Pen«e  inflatable  implant . 78N-1968  W 

876.3630  Penile  rigidity  implant .  78N-t979  IN 

876.3750  Testicular  prosthesis _ 78N-1961  H 

Subpart  E— Surgical  Devices 
676.4020  Fiberoptic  light  ureteral  cath-  76N-1947  R 
eter. 

876  4200  CIrcwndsion  Instrument . 78N-1990  H 

876.4270  Colostomy  rod . 78N-1971  N 

876.4300  Endoscopic  elecirosurgical  70N-1993  II 
unit  arrd  accessories. 

676.4370  Ga8troenteroloyg.urology  7BN-1964  N 
evacuator. 

876.4400  Hemorrhoidal  Ugator . . 76N-1995  N 

676  4480  ElectrohydrauNc  Kthotriptor _ 76N-1996  II 

876.4500  Mechanical  Kthotriptor _ 78N-200t  N 


Section  and  de\^  °|Ito 

876.4530  Gastroenterology-urology  fi-  78N-1999  I 
beropbc  retractor. 

876.4560  Rabdam .  78N-2067  N 

876.4590  Interfocking  urethral  sound . 78N-2068  II 

676.4620  Ureteral  Stent _ _ 78N-1984  H 

876.4650  Water  Jet  renal  stone  (fis-  78N-1988  H 
lodger  system. 

876.4680  Ureteral  stone  dislodger  _ _ 78N-2002  II 

876.4730  Manual  gastroenterology-  76N-1996  I 
urology  surgical  instniment  and  ac¬ 
cessories. 

876.4770  Urethrotome _ 78N-2004  H 

676.4890  Urological  table  and  acces-  78N-2070  II 
series. 


Subpart  F— Therapeutic  Devices 
676.5010  Biliary  catheter  and  acces-  78N-2005  N 
sories. 

876.5030  Continent  ileostomy  catheter..  78N-1 972  H 
876.5090  Suprapubic  urological  cath-  78N-1989  H 
eter  and  accessories. 

876.5130  Urological  catheter  and  ac-  7eN-2006  R 


876^160^ Urological  damp  for  males 78N-2009  II  — 

876.5210  Enema  Wt . 78N-2060  I 

676.5220  Colonic  irrigation  system _ 78N-2011  H,  HI 


676.5250  Urine  collector  and  accesso-  78N-2010  H 
riea 

876.5270  Implanted  electrical  urinary  78N-1978  III 

676.5280  Implanted  mechanical/hy-  76N-1969  HI 
drauKc  urinary  continence  device. 

876.5320  Noriimplanted  electrical  corv  76N-2069  IH 

876.5365  Esophageal  dilator _ 78N-2058  H 

876.5450  Rectal  dilator . 78N-1992  H 

876.5470  Ureteral  dilator _  78N-2057  R 

876.5520  Urethral  dilator _  78N-2059  U 

676.5540  Blood  access  device  and  78N-2044  H,  HI 
accessories. 

676.5600  Sorbent  regenerated  dialy-  78N-2019  U 
sate  delivery  system  for  hemodialysis. 

676.5630  Peritoneal  dialysis  system  78N-20S1  R 
and  accessories. 

876.5665  Water  purification  system  for  78N-2047  It 
hemodialysis. 

676.5820  Hemodialysis  system  and  76N-2014  II,  I 
accessories. 

876.5830  Hemodialyzer  with  dispos-  78N-2038  N 
able  Insert  (KKI  type). 

876.5860  Hi^  pemteability  hemodialy-  78N-2039  IN 
sis  system. 

876.5870  Sorbent  hemoperfusion  78N-206t  IH 
system. 

676.5860  Isolated  kidney  perfusion  76N-2063  R 
and  transport  system  arxl  accesso¬ 
ries. 


676.5895  Ostomy  irrigator _ _ 78N-1975  R 

676.5900  Ostomy  pouch  and  accesso-  78N-1974  H 
ries. 

876.5920  Protective  garment  for  irt-  78N-2062  H 
continence. 

676.5955  Peritoneo-venous  shunt _ 78N-1980  IH 

876.5970  Hernia  Support.* . 78N-1967  II 

876.5980  Gastrointestinal  tube  and  78N-2072  H 
accessories. 


Devices  Not  in  Commercial  Distribution 

The  Panel  made  classiHcation 
recommendations  concerning  several 
devices  that  may  not  be  in  commercial 
distribution.  If  a  device  was  not  in 
commercial  distribution  before 
enactment  of  the  amendments  and  is  not 
substantially  equivalent  to  a  device  that 
was  in  commercial  distribution  before 
the  amendments,  the  device  is  classified 
into  class  III  by  section  513(f)  of  the  act 
(21  U.S.C.  360c(f)).  Because  FTDA  is 
unaware  that  the  devices  listed  below 
are  now  in  commercial  distribution,  the 
agency  is  not  issuing  a  separate 
proposed  regulation  for  the  devices  and 
is  requesting  the  submission  of 


information  regarding  the  commercial 
distribution  of  any  of  these  devices: 

1.  The  Panel  recommended  that  the 
ostomy  magnet,  a  device  used  with  a 
cap  to  maintain  continence  following  a 
colostomy,  be  classiHed  into  class  II 
(performance  standards)  because  the 
Panel  believed  that  the  biocompatibility 
of  the  materials  should  be  controlled. 

2.  The  Panel  recommended  that  the 
radio  pill,  a  device  used  to  transmit  data 
such  as  movement,  temperature,, 
pressure,  and  acid  base  balance  from 
within  the  body,  be  classiHed  into  class 
II  (performance  standards)  because  the 
Panel  believed  that  the  biocompatibility 
of  the  materials  on  the  exterior  of  the 
device  should  be  adequately  controlled.- 

3.  The  Panel  recommended  that  the 
ultrasonic  stone  crusher,  a  device  used 
to  facilitate  removal  of  stones  lodged  in 
various  ducts,  be  classiHed  into  class  III 
(premarket  approval)  because  the  Panel 
believed  that  unsafe  energy  levels  may 
be  generated  by  the  device,  resulting  in 
tissue  damage,  and  that  there  is  not 
sufficient  information  available  to 
establish  a  performance  standard  that 
will  assure  the  safety  and  effectiveness 
of  this  device. 

4.  The  Panel  recommended  that  the 
uretero  vesicle  valve,  a  device  used  to 
treat  uretero  vesicle  valve  disorders  or 
used  when  the  ureter  is  implanted  in  the 
colon,  be  classified  into  class  III 
(premarket  approval)  because  the  Panel 
believed  that  the  device  is  an  implant 
and  there  is  not  sufficient  information 
available  to  establish  a  performance 
standard  that  will  assure  its  safety  and 
effectiveness. 

5.  The  Panel  recommended  that  the 
urethral  sphincter  prosthesis,  a  device 
used  to  provide  urinary  continence  by 
means  of  a  manually  operated  spigot 
valve,  be  classified  into  class  III 
(premarket  approval)  because  the  Panel 
believed  that  the  device  is  an  implant 
and  that  there  is  not  sufficient 
information  available  to  establish  a 
performance  standard  that  will  assure 
its  safety  and  effectiveness. 

6.  The  Panel  recommended  that  the 
urethral  replacer,  a  device  used  to 
restore  proper  function  to  the  urethra  by 
means  of  a  prosthetic  replacement,  be 

.  classified  into  class  III  (premarket 
I  approval)  because  the  Panel  believed 
that  the  device  is  an  implant  and  that 
'  there  is  not  sufficient  information 
available  to  establish  a  performance 
j  standard  that  will  assure  its  safety  and 
J  e^ectiveness. 

I  7.  The  Panel  recommended  that  the 
I  cystometric  air  device,  a  device  used  to 
I  measure  volume  and  pressure  when  the 
i  urinary  bladder  is  filled  with  air  through 
I  a  catheter,  be  classified  into  class  III 
I  (premarket  approval)  because  the  Panel 
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believed  that  the  use  of  an  insoluble  gas 
(i.e.,  air]  may  lead  to  air  embolism. 
Therefore,  these  devices  present  a 
potential  unreasonable  risk  of  illness  or 
injury  to  the  patient. 

8.  The  Panel  recommended  that  the 
prostatic  cooler,  a  device  designed  to 
cool  the  prostate  in  order  to  stop 
bleeding  by  means  of  a  balloon  catheter 
which  can  be  filled  with  coolant  after 
insertion  into  the  bladder,  be  classified 
into  class  III  (premarket  approval] 
because  the  Panel  believed  that  the 
device  presents  a  potential 
unreasonable  risk  of  illness  or  injury  to 
the  patient. 

9.  The  Panel  recommended  that  the 
esophageal  and  gastric  cooler,  a  device 
that  consists  of  a  balloon  attached  to 
tubes  through  which  a  liquid  coolant  is 
circulated  to  expand  the  balloon  and 
bring  the  coolant  into  proximity  with  the 
walls  of  the  stomach  or  esophagus  to 
reduce  bleeding,  be  classiHed  into  class 
III  (premarket  approval]  because  the 
Panel  believed  that  the  device  is  used  to 
treat  severe  and  life  threatening 
conditions  and  presents  a  potential 
unreasonable  risk  of  illness  or  injury  to 
the  patient. 

10.  The  Panel  recommended  that  the 
ureteral  prosthesis,  a  device  designed  to 
replace  a  portion  of  the  ureter  by 
implantation  of  a  tube  made  of  silastic, 
dacron,  teflon,  or  other  suitable 
material,  be  classiHed  into  class  III 
(premarket  approval]  because  the  Panel 
believed  that  the  device  is  an  implant 
and  that  there  is  not  sufficient 
information  available  to  establish  a 
performance  standard  that  would  assure 
its  safety  and  effectiveness. 

Devices  Considered  by  Two  or  More 
Panels 

Many  devices  were  reviewed  by  two 
or  more  device  classification  panels.  For 
these  devices,  FDA  will  publish  each 
panel’s  recommendation  and  a  single 
proposed  classification  regulation.  The 
following  devices  were  considered  by 
the  Gastroenterology-Urology  Device 
Section  of  the  General  Medical  Devices 
Panel  (formerly  the  Gastroenterological 
and  Urological  Device  Classification 
Panel]  and  by  other  panels: 

1.  The  Surgical  and  Rehabilitation 
Devices  Panel  recommended  that  the 
AC-powered  endoscope  and  accessories 
be  classified  into  class  U,  the 
incandescent  endoscope  lamp  be 
classiHed  into  class  I,  and  the  battery- 
powered  endoscope  and  accessories  be 
classified  into  class  I.  The  General 
Medical  Devices  Panel  recommended 
that  the  endoscope  and  accessories  be 
classified  into  class  II.  The  agency  has 
determined  that  these  devices  are 
essentially  the  same.  Therefore,  the 


agency  is  proposing  a  single  regulation 
classifying  the  endoscope  and 
accessories  into  class  II,  and  is 
publishing  the  two  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

2.  The  Surgical  and  Rehabilitation 
Devices  Panel  recommended  that  the 
testicular  prosthesis  be  classiHed  into 
class  II.  The  General  Medical  Devices 
panel  recommended  that  the  testicular 
prosthesis  be  classibed  into  class  III. 

The  agency  has  determined  that  these 
devices  are  essentially  the  same.  'The 
agency  is  proposing  a  single  regulation 
classifying  the  testicular  prosthesis  into 
class  III  and  is  publishing  the  two 
Panels'  recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

3.  The  Surgical  and  Rehabilitation 
Devices  Panel  recommended  that  the 
inflatable  penile  implant  be  classified 
into  class  III.  The  General  Medical 
Devices  Panel  recommended  that  the 
mechanical/hydraulic  impotence  device 
be  classified  into  class  III.  The  agency 
has  determined  that  these  devices  are 
essentially  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  the  penile  inflatable  implant 
into  class  III  and  is  publishing  the  two 
Panels’  recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

4.  The  Surgical  and  Rehabilitation 
Devices  Panel  recommended  that  the 
rigid  rod  penile  implant  be  classified 
into  class  II.  The  General  Medical 
Devices  Panel  recommended  that  the 
penile  rigidity  implant  be  classified  into 
class  III.  The  agency  has  determined 
that  these  devices  are  essentially  the 
same.  FDA  is  proposing  a  single 
regulation  classifying  the  penile  rigidity 
implant  into  class  III  and  is  publishing 
the  two  Panels’  recommendations  in  a 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

5.  The  Surgical  and  Rehabilitation 
Devices  Panel  recommended  that  the 
biliary  catheter  and  eccessories  be 
classified  into  class  II.  The  General 
Medical  Devices  panel  recommended 
that  the  biliary  catheter  and  accessories 
be  classified  into  class  II.  The  agency 
has  determined  that  these  devices  are 
essentially  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  the  biliary  catheter  and 
accessories  into  class  II  and  is 
publishing  the  two  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

6.  The  Surgical  and  Rehabilitation 
Devices  Panel  recommended  that  the 
urethral  catheter  be  classified  into  class 


II.  The  General  Medical  Devices  Panel 
recommended  that  the  urological 
catheter  and  accessories  be  classified 
into  class  II.  The  agency  has  determined 
that  these  devices  are  essentially  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  the 
urological  catheter  and  accessories  into 
class  II  and  is  publishing  the  two  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

7.  The  Surgical  and  Rehabilitation 
Devices  Panel  recommended  that  the 
rectal  catheter  and  the  irrigation  and 
aspiration  catheter  (gastric,  colonic,  etc.) 
be  classified  into  class  II.  The  General 
Medical  Devices  Panel  recommended 
that  gastrointestinal  tubes  and 
accessories  be  classified  into  class  II. 

The  agency  has  determined  that  these 
devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying 
gastrointestinal  tubes  and  accessories 
into  class  II  and  is  publishing  the  two 
Panels’  recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

8.  The  General  Medical  Devices  Panel 
and  the  Surgical  and  Rehabilitation 
Devices  panel  recommended  that  the 
ostomy  bag  be  classified  into  class  I. 

The  Gastroenterology-Urology  Device 
Section  of  the  General  Medical  Devices 
Panel  recommended  that  the  ostomy 
pouch  and  accessories  be  classified  into 
class  II.  The  agency  has  determined  that 
these  devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  the  ostomy 
pouch  and  accessories  into  class  II  and 
is  publishing  the  two  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

9.  The  Obstetrics-Gynecology  and 
Radiologic  Devices  Panel  recommended 
that  the  AC-powered  vaginal  muscle 
stimulator  used  for  incontinence  control 
be  classified  into  class  III.  The  General 
Medical  Devices  Panel  recommended 
that  the  nonimplantable  electrical 
stimulator  for  urinary  continence  control 
be  classified  into  class  III.  The  agency 
has  determined  that  these  devices  are 
essentially  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  the  nonimplanted  electrical 
continence  device  into  class  III  and  is 
publishing  the  two  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

10.  The  Surgical  and  Rehabilitation 
Devices  panel  recommended  that  the 
gastrointestinal  motility  system  be 
classified  into  class  IL  The  General 
Medical  Devices  Panel  recommended 
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that  the  gastrointestinal  motility 
monitoring  system  be  classified  into 
class  II.  The  agency  has  determined  that 
these  devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  the 
gastrointestinal  motility  monitoring 
system  into  class  II  and  is  publishing  the 
two  Panels’  recommendations  in  a 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

11.  The  Surgical  and  Rehabilitation 
Devices  Panel  recommended  that  the 
colonic  irrigator  be  classified  into  class 
I.  The  General  Medical  Devices  Panel 
recommended  that  the  colon  cleansing 
device  be  classified  into  class  II  for 
some  uses  and  class  III  for  other  uses. 
The  agency  has  determined  that  these 
devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  the  colonic 
irrigation  system  into  class  II  for  some 
uses  and  class  III  for  other  uses,  and  is 
publishing  the  two  Panel’s 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

12.  The  Gastroenterology-Urology 
Device  Section  of  the  General  Medical 
Devices  Panel  and  other  sections  or 
panels  listed  below  made  classification 
recommendations  concerning  the 
following  devices: 


Device 

Other  panel(s) 

Electromagnetic  or  doppler  rton- 

Circulatory  Systems. 

invasive  blood  flow  meter 

GU  applicator 

General  Hospital  and 

Scrotal  support 

Personal  Use  Section 
of  the  General  Medical 
Devices  Panel. 

General  Hospital  and 

Dialysis  patient  scales 

Personal  Use  Section 
of  the  General  Medical 
Devices  Panel. 

Barium  enema  kit 

Obstetrics^xynecology 

Metal  mesh 

and  Radiologic. 

Surgical  and 

Injection  cannula 

Fiberoptic  focusing  headlight 
Gastro/urdogy  needle 

Abdominal  belt 

Pure  latex  sheet  drape 

Disposable  urological  drape 

GU  tourniquet 

stomach  and  intestinal  suturing 
apparatus 

Clip  for  suturing  apparatus 

Ptastic  wound  protector 

Rehabilitation. 

The  agency  is  not  at  this  time 
publishing  the  recommendations  of  the 
Gastroenterology-Urology  Device 
Section  of  the  General  Medical  Devices 
Panel  to  classify  the  devices  listed 
above.  The  agency  has  published,  or  will 
publish,  these  recommendations  and 
proposed  classiScation  regulations 
along  with  the  recommendations  of 
other  Panels  that  reviewed  the  devices. 
Some  of  these  other  Panel’s 


recommendations  have  already  been 
published  in  the  Federal  Register.  The 
following  table  shows  the  current 
structure  of  the  advisory  committees 
involved  with  classification  of  medical 
devices  and  a  list  of  all  proposed  and 
final  classification  regulations  published 
to  date: 

Panel/Section  Name  and  Publication 
Date  in  “Federal  Register" 

Circulatory  Systems  Devices  Panel 
March  9, 1979,  44  FR  13284-13434 
(proposals);  February  5, 1980,  45  FR 
7904-7971  (final  regulations] 

Clinical  Chemistry  and  Hematology 
Devices  Panel 

Clinical  Chemistry  Device  Section 
Clinical  Toxicology  Device  Section 
Hematology  and  Pathology  Device 
Section 

September  11, 1979,  44  FR  52950-53063 
(proposals);  September  12, 1980,  45 
FR  60576-60651  (final  regulations) 
General  Medical  Devices  Panel 
General  Hospital  and  Personal  Use 
Device  Section 

Gastroenterology-Urology  Device 
Section 

August  24, 1979,  44  FR  49844-49954 
(proposals);  October  21, 1980,  45  FR 
69678-69737  (final  regulations) 
Immunology  and  Microbiology  Devices 
Panel 

Immunology  Device  Section 
April  22, 1980,  45  FR  27204-27359 
(proposals] 

Microbiology  Device  Section 
April  22, 1980,  45  FR  27204-27359 
.  (proposals) 

Obstetrids-Gynecology  and  Radiologic 
Devices  Panel 

Obstetrics-Gynecology  Device  Section 
Radiology  Device  Section 
April  3, 1979,  44  FR  19894-19971 

(proposals);  February  26, 1980,  45  FR 
12682-12720  (final  regulations] 
Ophthalmic;  Ear,  Nose,  and  Throat;  and 
Dental  Devices  Panel 
Ophthalmic  Device  Section 
Ear,  Nose,  and  Throat 
Device  Section 
Dental  Device  Section 
Respiratory  and  Nervous  System 
Devices  Panel 

Anesthesiology  Device  Section 
November  2, 1979,  44  FR  63292-63426 
(proposals] 

Neurological  Device  Section 
November  28, 1978,  43  FR  54640-55732 
(proposals);  September  4, 1979,  44 
ra  51726-51778  (final  regulations) 
Surgical  and  Rehabilitation  Devices 
Panel 

Physical  Medicine  Device  Section 
Orthopedic  Device  Section 
General  and  Plastic  Surgery  Device 
Section 

August  28, 1979,  44  FR  50458-50537 


(proposals] 

Environmental  Impact 

The  agency  has  determined  pursuant 
to  §  25.24(b)(12)  (21  CFR  25.24(b)(12)) 
(proposed  December  11, 1979;  44  FR 
71742)  that  this  proposed  action  is  of  a 
type  that  does  not  individually  or 
cumulatively  have  a  significant  impact 
on  the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513  and 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a])],  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  that  Chapter  I  of  Title  21  of  the 
Code  of  Federal  Regulations  be 
amended  by  adding  new  Part  876, 
Subpart  A,  to  read  as  follows: 

PART  876— GASTROENTEROLOGY- 
UROLOGY  DEVICES 

Subpart  A— General  Provisions 

Sec. 

876.1  Scope. 

Authority:  Secs.  513  and  701(a),  52  Stat. 

1055,  90  Stat.  540-546  (21  U.S.C.  360c  and 
371(a)). 

Subpart  A— General  Provisions 

§  876.1  Scope. 

(a)  This  part  sets  forth  the 
classification  of  gastroenterology- 
urology  devices  intended  for  human  use. 

(b)  The  identiHcation  of  a  device  in  a 
regulation  in  this  part  is  not  a  precise 
description  of  every  device  that  is,  or 
will  be,  subject  to  the  regulation.  A 
manufacturer  who  submits  a  premarket 
notification  submission  for  a  device 
under  Part  807  cannot  show  merely  that 
the  device  is  accurately  described  by 
the  section  title  and  identification 
provision  of  a  regulation  in  this  part,  but 
shall  state  why  the  device  is 
substantially  equivalent  to  other 
devices,  as  required  by  §  807.87, 

(c)  To  avoid  duplicative  listings,  a 
gastroenterology-urology  device  that  has 
two  or  more  types  of  uses  (e.g.,  used 
both  as  a  diagnostic  device  and  as  a 
therapeutic  device)  is  listed  in  one 
subpart  only. 

(d)  References  in  this  part  to 
regulatory  sections  of  the  Code  of 
Federal  Regulations  are  to  Chapter  I  of 
Title  21  unless  otherwise  noted. 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
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proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  foimd  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

In  accordance  with  Executive  Order 
12044,  as  amended  by  Executive  Order 
12221,  the  economic  effects  of  this 
proposal  have  been  carefully  analyzed, 
and  it  has  been  determined  that  the 
proposed  rulemaking  does  not  involve 
major  economic  consequences  as 
defined  by  that  order.  A  copy  of  the 
regulatory  analysis  assessment 
supporting  thic:  determination  is  on  file 
with  the  Dockets  Management  Branch, 
Food  and  Drug  Administration. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

|FR  Doc.  81-749  Piled  1-22-81;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-1946] 

Medical  Devices;  Classification  of 
Gastroenterology-Urology  Biopsy 
Instruments 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  gastroenterology-urology 
biopsy  instruments  into  class  11 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
ClassiHcation  Panel  that  the  devices  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 


62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  209ia  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  gastroenterology- 
urology  biopsy  instruments: 

1.  Identification:  A  gastroenterology- 
urology  biopsy  instrument  is  a  device 
used  to  remove,  by  cutting  or  aspiration, 
a  specimen  of  tissue  for  microscopic 
examination.  This  generic  type  of  device 
includes  the  biopsy  punch, 
gastrointestinal  mechanica]  biopsy 
instrument,  suction  biopsy  instrument, 
gastro-urology  biopsy  needle  and  needle 
set,  and  nonelectric  biopsy  forceps.  This 
recommendation  does  not  apply  to 
biopsy  instruments  that  have 
specialized  uses  in  other  medical 
specialty  areas  and  that  were  the 
subject  of  recommendations  by  other 
device  classification  panels. 

2.  Recommended  classiHcation:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establisMng  a 
performance  standard  for  these  devices 
be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  gastroenterology- 
urology  biopsy  instruments  be  classified 
into  class  II  because  the  mechanical 
properties  and  tissue  removal 
mechanisms  must  be  controlled  by  a 
performance  standard  to  assure  that 
unnecessary  cutting  or  tissue  removal 
does  not  occur,  causing  imnecessary 
risks  to  the  patient.  The  design, 
materials,  and  construction  of  this 
device  must  be  controlled  by  a 
performance  standard  to  ensure  that  the 
shape,  size,  rigidity,  flexibility,  surface 
finish,  and  strength  of  the  device  are 
appropriate  to  prevent  trauma, 
hemorrhage,  or  perforation  and  to 
enable  proper  cleaning  and  sterilization 
of  the  device  to  prevent  infection.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufBcient 
control  over  these  characteristics.  The 
Panel  believes  that  a  performance 
standcu'd  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  devices  and  that 


there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  .ecommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices  and 
on  the  widespread  use  of  the  devices  in 
medical  practice. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation:  Improper 
size,  shape,  rigi^ty,  arrangement,  or 
finish  on  parts  of  these  devices  may 
cause  tissue  trauma,  hemorrhage,  or 
perforation,  (b)  Infection:  Defects  in  the 
design  or  construction  of  the  device 
preventing  adequate  cleaning  or 
sterilization,  or  defects  in  packaging  or 
processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient. 

Proposed  ClassificatiiHi 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
gastroenterology-urology  biopsy 
instruments  be  classified  into  class  0 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  these  devices  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  devices.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
de\ices.  The  agency  also  believes  that 
:here  is  sufficient  information  to 
establish  a  performance  standard  for 
these  devices. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  B 
by  adding  new  §  876.1075,  to  read  as 
follows: 
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Subpart  B— Diagnostic  Devices 

§  876.1075  Gastroenterology>urology 
biopsy  Instrument 

(a)  Identification.  A  gastroenterology- 
urology  biopsy  instrument  is  a  device 
used  to  remove,  by  cutting  or  aspiration, 
a  specimen  of  tissue  for  microscopic 
examination.  This  generic  type  of  device 
includes  the  biopsy  punch, 
gastrointestinal  mechanical  biopsy 
instrument,  suction  biopsy  instrument, 
gastro-urology  biopsy  needle  and  needle 
set,  and  nonelectric  biopsy  forceps.  This 
section  does  not  apply  to  biopsy 
instruments  that  have  specialized  uses 
in  other  medical  specialty  areas  and 
that  are  covered  by  classification 
regulations  in  other  parts  of  the  device 
classification  regulations. 

[b]  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  at  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randol|di, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-7t0  Filed  1-22-81: 8:45  an] 
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21  CFR  Part  876 

[Docket  No.  78N-19S2] 

Medical  Devices;  Classification  of 
Stomach  pH  Electrodes 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  conunent  a  proposed  regulation 
classifying  stomach  pH  electrodes  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 


regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ffie  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
'The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
conunittee,  made  the  following 
recommendation  regarding  the 
classification  of  stomach  pH  electrodes; 

1.  Identification:  A  stomach  pH 
electrode  is  a  device  used  to  measure 
intragastric  and  intraesophageal  pH 
(hydrogen  ion  concentration).  The  pH 
electrode  is  at  the  end  of  a  flexible  lead 
which  may  be  inserted  into  the  stomach 
through  the  patient’s  mouth  and 
esophagus.  The  device  may  include  an 
integral  gastrointestinal  tube. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  stomach  pH  electrodes 
be  classified  into  class  II  because  the 
measurement  accuracy  of  the  device 
must  be  controlled  by  a  performance 
standard  to  prevent  inaccurate 
diagnostic  information.  The  design, 
materials  used  in,  and  construction  of 
this  device  must  be  controlled  by  a 
performance  standard  to  ensure  that  the 
size,  shape,  rigidity,  flexibility,  surface 
finish,  and  tensile  strength  of  the  device 
are  appropriate  to  prevent  tissue 
trauma,  hemorrhage,  or  perforation  and 
to  enable  proper  cleaning  and 
sterilization  of  the  device  to  prevent 
infection.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  this 
characteristic.  'The  Panel  believes  that  a 
performance  standard  would  provide  a 
reasonable  assurance  of  the  safety  and 


effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  this  device. 

5.  Risks  to  health:  (a)  Misdiagnosis 
and  inappropriate  therapy:  Inadequate 
design  of  the  device  can  lead  to 
generation  of  inaccurate  diagnostic  data. 
The  user  may  prescribe  a  course  of 
treatment  based  oh  inaccurate 
diagnostic  data  which  places  the  patient 
at  risk  unnecessarily,  (b)  Hemorrhage: 
Bleeding  of  the  gastrointestinal  tract 
may  result  from  a  mucosal  injury  caused 
by  irritation  from  the  device  and 
consequent  forceful  vomiting,  (c) 
Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient,  (d) 
Trauma  or  perforation:  Improper  size, 
shape,  rigidity,  arrangement,  or  finish  on 
parts  of  ffiese  devices  may  cause  tissue 
trauma  or  perforation. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
reconunendation  and  is  proposing  that 
stomach  pH  electrodes  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  this  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
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delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  B 
by  adding  new  §  876.1400,  to  read  as 
follows: 

§  876.1400  Stomach  pH  electrode. 

(a)  Identification.  A  stomach  pH 
electrode  is  a^device  used  to  measure 
intragastric  and  intraesophageal  pH 
(hydrogen  ion  concentration).  The  pH 
electrode  is  at  the  end  of  a  flexible  lead 
which  may  be  inserted  into  the  stomach 
through  the  patient’s  mouth  and 
esophagus.  The  device  may  include  an 
integral  gastrointestinal  tube. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 198a 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-751  Filod  1-22-81;  Bt45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 
[Docket  No.  78N-19531 

Medical  Devices;  Classification  of 
Endoscopes  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  endoscopes  and  accessories 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  these  devices 
be  classified  into  class  II,  and  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  that  certain  endoscopes  and 
accessories  be  classified  into  class  II 
and  that  battery-powered  endoscopes 
and  accessories  and  incandescent 
endoscope  lamps  be  classified  into  class 
1  (general  controls).  The  effect  of 


classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
devices.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  24, 1981. 
FDA  propses  that  the  final  regulation 
based  on  this  proposal  become  elective 
30  days  after  Ae  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Admininstration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  endoscopes  and 
accessories: 

1.  Identification:  An  endoscope  and 
accessories  is  a  device  used  to  provide 
access,  illuminate,  and  allow 
observation  or  manipulation  of  body 
cavities,  hollow  organs,  and  canals.  The 
device  consists  of  various  rigid  or 
flexible  instruments  that  are  inserted 
into  body  spaces  and  may  include  an 
optical  system  for  conveying  an  image 
to  the  user’s  eye  and  their  accessories 
may  assist  in  gaining  access  or  increase 
the  versatility  and  augment  the 
capabilities  of  the  devices.  Examples  of 
devices  that  are  within  this  generic  type 
of  device  include  cleaning  accessories 
for  endoscopes,  photographic 
accessories  for  endoscopes, 
nonpowered  anoscopes,  automatic 
pneumoperitoneum  apparatus,  binocular 
attachments  for  endoscopes,  pocket 
battery  boxes,  flexible  or  rigid 
choledochoscopes,  colonoscopes, 
diagnostic  cystoscopes, 
cystourethroscopes,  enteroscopes. 


esophagogastroduodenoscopes,  rigid 
esophagoscopes,  fiberoptic  illuminators 
for  endoscopes,  incandescent  endoscope 
lamps,  mediastinoscopes,  simple  or 
spring-loaded  pneumoperitoneum 
needles,  biliary  pancreatoscopes, 
proctoscopes,  resectoscopes, 
nephroscopes,  sigmoidoscopes, 
laparoscopes,  ureteroscopes, 
urethroscopes,  endomagnetic  retrievers, 
cytology  brushes  for  endoscopes  and 
lubricating  jelly  for  transurethral 
surgical  instruments.  This 
recommendation  does  not  apply  to 
endoscopes  that  have  specialized  uses 
in  other  medical  specialty  areas  and 
that  were  the  subject  of 
reconunendations  by  other  device 
classification  panels. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  • 
Gastroenterology-Urology  Device 
Classification  Panel  recommends  that 
establishing  a  performance  standard  for 
these  devices  be  a  high  priority.  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that 
establishing  a  performance  standard  for 
these  devices  be  a  low  priority.  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that 
battery-powered  endoscopes  and' 
accessories  be  classified  into  class  1 
(general  controls)  and  that  they  be 
exempt  from  the  good  manufacturing 
practice  regulation  under  section  5^f) 
of  the  Federal  Food,  Drug,  and  Cosmete 
Act  (21  U.S.C.  360j(0)  and  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  (21  U.S.C.  360(k)).  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  also  recommends 
that  incandescent  endoscope  lamps  be 
classified  into  class  I  with  no 
exemptions. 

3.  Summary  of  reasons  for 
recommendation:  *1110  Panels 
recommend  that  endoscopes  and  their 
accessories  be  classified  into  class  11 
because  the  electrical,  optical, 
mechanical,  biocompatibility,  and 
lighting  characteristics  of  these  devices 
must  be  controlled  by  a  performance 
standard  to  prevent  injury  to  the  patient 
The  Panels  believe  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panels  believe  that  performance 
standards  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  devices  and  that 
there  is  sufficient  information  to 
establish  performance  standards.  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that 
battery-powered  endoscopes  and 
accessories  and  incandescent 
endoscope  lamps  be  classified  into  class 
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I  because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  The  Panel 
recommends  that  battery-powered 
endoscopes  and  accessories  be  exempt 
from  premarket  notification  procedures 
under  section  510(k]  of  the  act  and  from 
the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act 
because  the  Panel  believes  that  these 
are  simple  devices  that  present  no 
unreasonable  risks  to  health  when  used 
in  a  normal  manner  and  for  the  purposes 
recommended. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels 
based  their  recommendations  on  the 
Panel  members’  personal  knowledge  of, 
and  clinical  experience  with,  the  devices 
and  on  the  widespread  use  of  the 
devices  in  medical  practice. 

5.  Risks  to  health:  (a)  Misdiagnosis 
and  inappropriate  therapy:  Inadequate 
design  of  the  devices  can  lead  to 
generation  of  inaccurate  diagnostic  data. 
The  user  may  prescribe  a  course  of 
treatment  based  on  inaccurate 
diagnostic  data  which  places  the  patient 
at  risk  unnecessarily,  (b)  Infection: 
Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (c)  Trauma,  hemorrhage,  or 
perforation:  Improper  size,  shape, 
rigidity,  arrangement,  or  finish  on  parts 
of  these  devices  may  cause  tissue 
trauma,  hemorrhage,  or  perforation,  (d) 
Adverse  tissue  reaction;  If  the  materials 
used  in  the  construction  of  these  devices 
are  not  biocompatible,  the  patient  may 
have  an  adverse  tissue  reaction,  (e) 
Electrical  injury;  Improper  design, 
construction,  or  a  malfunction  of  the 
device  could  result  in  electrical  injury  to 
the  patient  or  operator,  (f)  Bums:  An 
intense  concentration  of  heat  may  cause 
thermal  bums  to  tissue,  (g)  Rupture  of 
body  cavity,  embolism  and  hypotensive 
shock:  Those  accessories  that  inject  gas 
into  the  patient  may  allow  high 
pressures  to  build  up  within  the  patient, 
possibly  causing  a  mpture  of  the  body 
cavity  or  an  air  or  carbon  dioxide 
embolism,  and,  if  the  pressure  continues 
for  extensive  periods  of  time,  a  decrease 
in  cardiac  function  and  subsequent 
hypotensive  shock. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  Gastroenterology-Urology  Device 
Classification  Panel  and  in  part  with  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  and  is  proposing  that  endoscopes 


and  accessories  be  classified  into  class 
II  (performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  these  devices  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  devices.  A  perfonnance  standard 
will  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  devices. 
FDA  also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  these  devices. 

On  August  20,  21,  and  22, 1980  the 
National  Institutes  of  Health  held  a 
consensus  conference  entitled 
"Endoscopy:  What  is  its  Role  in  Upper 
Gastrointestinal  Bleeding?”  The 
conference  summary  (Ref.  1)  discusses 
briefly  the  use  of  endoscopy  in  the 
diagnosis  and  treatment  of  upper 
gastrointestinal  bleeding. 

The  agency  disagrees  with  the 
General  and  Plastic  Surgery  Device 
Classification  Panel  recommendation 
that  battery-powered  endoscopes  and 
accessories  and  incandescent 
endoscope  lamps  be  classified  into  class 
I  (general  controls).  The  agency  believes 
that  the  risk  of  electrical  injury  and 
other  hazards  exist  with  the  battery- 
powered  devices  as  well  as  with  AC- 
powered  devices.  The  agency  believes 
that  the  risk  of  electrical  injury  and 
thermal  bums  to  tissue  in  contact  with 
incandescent  endoscope  lamps  requires 
a  performance  standard  to  minimize  ' 
these  hazards.  Because  the  agency  has 
determined  that  endoscopes  and 
accessories  should  be  classified  into 
class  II  rather  than  class  I,  the  agency  is 
not  required  to  publish  a  regulation 
adopting  or  rejecting  the  General  and 
Plastic  Surgery  Device  Classification 
Panel's  recommendation  that  certain  of 
these  devices  be  exempt  from  the 
premarket  notification  procedures  under 
section  510(k),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act. 

FDA  has  reviewed  the 
recommendations  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  and  of  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  for  endoscopes  and 
accessories  and  has  concluded  that 
these  devices  should  be  published  in  the 
part  of  the  Code  of  Federal  Regulations 
for  gastrointerology  and  urology 
devices. 

Reference 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  (address  above)  and  may  be 
seen  by  interested  persons  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  "Endoscopy  in  Upper  GI  Bleeding,” 
National  Institutes  of  Health  Consensus 


Development  Conference  Summary,  Vol. 
3,  No.  5, 1980. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  stmcture.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  -the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  B 
by  adding  new  §  876.1500,  to  read  as 
follows: 

§  876.1500  Endoscope  and  accessories. 

(a)  Identification.  An  endoscope  and 
accessories  is  a  device  used  to  provide 
access,  illumination,  and  allow 
observation  or  manipulation  of  body 
cavities,  hollow  organs,  and  canals.  The 
device  consists  of  various  rigid  or 
flexible  instruments  that  are  inserted 
into  body  spaces  and  may  include  an 
optical  system  for  conveying  an  image 
to  the  user's  eye  and  their  accessories 
may  assist  in  gaining  access  or  increase 
the  versatility  and  augment  the 
capabilities  of  the  devices.  Examples  of 
devices  that  are  within  this  generic  type 
of  device  include  cleaning  accessories 
for  endoscopes,  photographic 
accessories  for  endoscopes, 
nonpowered  anoscopes,  automatic 
pneumoperitoneum  apparatus,  binocular 
attachments  for  endoscopes,  pocket 
battery  boxes,  flexible  or  rigid 
choledochoscopes,  colonoscopes,  ' 
diagnostic  cystoscopes, 
cystourethroscopes,  enteroscopes, 
esophagogastroduodenoscopes,  rigid 
esophagoscopes,  fiberoptic  illuminators 
for  endoscopes,  incandescent  endoscope 
lamps,  mediastinoscopes,  simple  or 
spring-loaded  pneumoperitoneum 
needles,  biliary  pancreatoscopes, 
proctoscopes,  resectoscopes, 
nephroscopes,  sigmoidoscopes, 
laparoscopes,  ureteroscopes, 
urethroscopes  endomagnetic  retrievers, 
cytology  brushes  for  endoscopes  and 
lubricating  jelly  for  transurethral 
surgical  instruments.  This  section  does 
not  apply  to  endoscopes  that  have 
specialized  uses  in  other  medical 
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specialty  areas  and  that  are  covered  by 
classification  regulations  in  other  parts 
of  the  device  classiHcation  regulations. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office]  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-752  Filed  1-22-81;  8:45  ami 
BILUNG  CODE  4110-0»-M 


21  CFR  Part  876 

[Docket  No.  78-1950] 

Medical  Devices;  Classification  of 
Urodynamics  Measurement  Systems 

agency:  Food  and  Drug  Administration. 
action;  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  urodynamics  measurement 
systems  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  devices  be 
classified  into  class  II.  Ihe  effect  of 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  efiectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  efiective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register 
ADDRESS:  Written  coounents  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305], 
food  and  Driig  Administration,  Rjn.  4-62, 
6000  Fishers  Lane,  Rockville,  MD  20867. 
FOR  FURTHER  MFORMATION  CONTACT; 


Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420].  food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recmnunendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
conunittee,  made  the  following 
recommendation  regarding  the 
classification  of  urodynamics 
measurement  systems: 

1.  Identification:  A  urodynamics 
measurement  system  is  a  device  used  to 
measme  volume  and  pressure  in  the 
urinary  bladder  when  it  is  filled  through 
a  catheter  with  carbon  dioxide  or  water. 
The  device  controls  the  supply  of  carbon 
dioxide  or  water  any  may  also  record 
the  electrical  activity  of  Uie  urinary 
muscles.  The  device  system  may  include 
transducers,  electronic  signal 
conditioning  and  display  equipment,  a 
catheter  withdrawal  device  to  enable  a 
urethral  pressure  profile  to  be  obtained, 
and  special  catheters  for  urethral 
profilometry  and  electrodes  for 
electromyography.  This  generic  type  of 
device  includes  die  cystometric  gas 
(carbon  dioxide)  device,  the  cystometric 
hydraulic  device,  and  the  electrical 
recording  cystometer,  but  excludes  any 
device  that  uses  air  to  fill  the  bladder. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  different  priorities  be 
given  for  establishing  performance 
standards  for  the  various  kinds  of 
products  within  the  generic  urodynamics 
measurement  system.  The  Panel 
recommends  that  the  cystometric  gas 
device  be  given  a  high  priority,  that  the 
cystometric  hydraulic  device  be  given  a 
medium  priority  and  that  the  electrical 
recording  cystometer  be  given  a  low 
priority  for  the  development  of 
performance  standards. 

3.  Summary  of  reasons  for 
recommendation:  Hie  Panel 
recommends  that  urodynamics 
measurement  systems  be  classified  into 
class  II  because  the  design,  accuracy, 
and  any  limitations  of  the  function  of  the 
device  must  be  controlled  by  a 
performance  standard  to  ensure  that 
insoluble  gas  (e.g.,  air]  does  not  enter 
the  system  and  that  the  amount  and 
pressure  of  delivered  carbon  dioxide  or 
water  are  controlled  to  prevent 
overdistension  of  the  bladder.  The 
electrical  porperties  of  the  device  mat 
be  controlled  by  a  perfomance 
standard  to  prevent  electrioal  injory  to 


the  patient  or  operator.  The  design  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
enable  proper  cleaning  and  sterilization 
of  the  device  to  prevent  infection.  The 
measurement  accuracy  of  the  device 
must  be  controlled  by  a  performance 
standard  to  prevent  ^e  development  of 
inaccurate  cfiognostic  information.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonaUe 
assurance  of  the  safety  and 
efiectiveness  of  the  devices  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices. 

5.  Risks  to  health:  (a)  Misdiagnosis 
and  inappropriate  therapy:  Inadequate 
design  of  the  device  may  lead  to 
generation  of  inaccurate  diagnostic  data. 
The  user  may  prescribe  a  course  of 
treatment  based  on  inaccurate 
diagnostic  data  which  places  the  patient 
at  risk  unnecessarily,  (b)  Electrical 
injury:  Improper  design,  construction,  or 
a  malfunctiop  of  the  device  can  result  in 
electrical  injury  to  the  patient  or 
operator,  (c)  Infection:  Defects  in  the 
design  or  construction  of  the  device 
preventing  adequate  cleaning  or 
sterilization,  or  defects  in  packaging  or 
processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient  (d)  Overdistention  of  the 
bladden  Tlie  failure  of  the  device  to 
prevent  excess  gas  or  water  pressure  in 
the  bladder  may  cause  an  overdistention 
of  the  bladder. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
urodynamics  measurement  systems  be 
classified  into  class  11  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
these  devices  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  devices.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
efiectiveness  of  the  devices.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  these  devices. 

On  April  28, 1978,  the  agency 
terminated  ail  of  the  device 
diassifioation  panels  and  reestabUslied 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
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the  Federal  Register  of  May  19, 1978  {43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-548  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  B 
by  adding  new  §  876.1620,  to  read  as 
follows: 

§  876.1620  Urodynamics  measurement 
system. 

(a)  Identification.  A  urodsmamics 
measurement  system  is  a  device  used  to 
measure  volume  and  pressure  in  the 
urinary  bladder  when  it  is  filled  through 
a  catheter  with  carbon  dioxide  or  water. 
The  device  controls  the  supply  of  carbon 
dioxide  or  water  and  may  also  record 
the  electrical  activity  of  &e  urinary 
muscles.  The  device  system  may  include 
transducers,  electronic  signal 
conditioning  and  display  equipment,  a 
catheter  withdrawal  device  to  enable  a 
urethral  pressure  profile  to  be  obtained, 
and  special  catheters  for  urethral 
profilometry  and  electrodes  for 
electromyography.  This  generic  type  of 
device  includes  the  cystometric  gas 
(carbon  dioxide)  device,  the  cystometric 
hydraulic  device,  and  the  electrical 
recording  cystometer,  but  excludes  any 
device  that  uses  air  to  fill  the  bladder. 

(b)  Classification.  Class  n 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1961,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk's  office)  (HFA-306),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 


Dated;  December  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

{FR  Doc.  81-7^  Filed  1-Z2-61;  8:45  am] 
BILUNG  CODE  4110-03-M 


21  CFR  Part  876 
[Docket  No.  78N-1955] 

Medical  Devices;  Classification  of 
Gastrointestinal  Motility  Monitoring 
Systems 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  conunent  a  proposed  regulation 
classifying  gastrointestinal  motility 
monitoring  systems  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  and  of  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  that  the  device  be 
classified  into  class  B.  The  effect  of 
classifying  a  device  into  class  n  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reconunendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 


classification  of  gastrointestinal  motility 
monitoring  systems: 

1.  Identification:  A  gastrointestinal 
motility  monitoring  system  is  a  device 
used  to  measure  peristalic  activity  or 
pressure  in  the  stomach  or  esophagus  by 
means  of  a  probe  with  transducers  that 
is  introduced  through  the  mouth  into  the 
gastrointestinal  tract.  The  device  may 
include  signal  conditioning,  amplifying, 
and  recording  equipment.  This  generic 
type  of  device  includes  the  esophageal 
motility  monitor  and  tube,  the 
gastrointestinal  motility  (electrical) 
system,  and  certain  accessories,  such  as 
a  pressure  transducer,  amplifier,  and 
external  recorder. 

2.  Recommended  classification:  Class 
II  (performance  standards).  Both  Panels 
recommend  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panels 
recommend  that  gastrointestinal  motility 
monitoring  systems  be  classified  into 
class  II  because  the  electrical  properties 
of  the  device  must  be  controlled  by  a 
performance  standard  to  prevent 
electrical  injiuy  to  the  patient  or 
operator.  The  design,  materials,  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  the  shape,  size,  rigidity, 
flexibility,  surface  finish,  and  strength  of 
the  device  are  appropriate  to  prevent 
trauma,  hemorrhage,  or  perforation.  The 
measurement  accuracy  of  the  device 
must  be  controlled  by  a  performance 
standard  to  prevent  the  development  of 
inaccurate  diagnostic  information.  The 
Panels  believe  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panels  believe  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  Both  Panels 
based  their  recommendations  on  the 
Panel  members’  personal  knowledge  of, 
and  clinical  experience  with,  the  device. 

5.  Risks  to  health:  (a)  Misdiagnosis 
and  inappropriate  therapy:  Inadequate 
design  of  the  device  may  lead  to  the 
generation  of  inaccurate  diagnostic  data. 
The  user  may  prescribe  a  course  of 
treatment  based  on  inaccurate 
diagnostic  data  which  places  the  patient 
at  risk  unnecessarily,  (b)  Trauma, 
hemorrhage,  or  perforation:  Improper 
size,  shape,  rigidity,  arrangement  or 
finish  on  parts  of  ftis  device  may  cause 
tissue  trauma,  hemorrhage,  or 
perforation,  (c)  Electrical  injury: 
Improper  design  or  a  malfunction  of  the 
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device  may  cause  electrical  injury  to  the 
patient  or  the  operator. 

Proposed  Classification 

FDA  agrees  with  the 
recommendations  of  both  Panels  and  is 
proposing  that  gastrointestinal  motility 
monitoring  systems  be  classibed  into 
class  U  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  FOA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device.  FDA  has 
reviewed  the  recommendations  of  both 
the  Gastroenterology-Urology  Device 
Classification  Panel  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  for  gastrointestinal 
motility  monitoring  systems  and  has 
concluded  that  the  classification  of  this 
device  should  be  published  in  the  part  of 
the  Code  of  Federal  Regulations  for 
gastroenterology  and  urology  devices. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in.  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  B 
by  adding  new  §  876.1725,  to  read  as 
follows: 

§  876.1725  Gastrointestinal  motility 
monitoring  system. 

(a)  Identification.  A  gastrointestinal 
motility  monitoring  system  is  a  device 
used  to  measure  peristalic  activity  or 
pressure  in  the  stomach  or  esophagus  by 
means  of  a  probe  with  transducers  that 
is  introduced  through  the  mouth  into*  the 
gastrointestinal  tract.  The  device  may 
include  signal  conditioning,  amplifying, 
and  recording  equipment.  This  generic 
type  of  device  includes  the  esophageal 


motility  monitor  and  tube,  the 
gastrointestinal  motility  (electrical) 
system,  and  certain  accessories,  such  as 
a  pressure  transducer,  amplifier,  and 
external  recorder. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600' 
Fishers'Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  81-754  Filed  1-22-81;  8:45  am) 

BtLUNG  CODE  4110-03-M 


21  CFR  Part  876 
{Docket  No.  78N-1964] 

Medical  Devices;  Classification  of 
Urine  Row  or  Volume  Measuring 
Systems 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  urine  flow  or  volume 
measuring  systems  into  class  11 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  devices  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk's  office)  HF.\-306), 


Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20657. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK)-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  urine  flow  or  volume 
measuring  systems: 

1.  Identification:  A  urine  flow  or 
volume  measuring  system  is  a  device 
that  measures  directly  or  indirectly  the 
volume  or  flow  of  urine  fixim  a  patient, 
either  during  the  course  of  normal 
urination  or  while  the  patient  is 
catheterized.  The  device  may  include  a 
drip  chamber  to  reduce  the  risk  of 
retrograde  bacterial  contamination  of 
the  bladder  and  a  transducer  and 
electrical  signal  conditioning  and 
display  equipment.  This  generic  type  of 
device  includes  the  electrical 
urinometer,  mechanical  urinometer, 
nonelectric  urinometer,  disposable 
nonelectric  urine  flow  rate  measuring 
device,  and  uroflowmeter. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  these  devices 
be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  urine  flow  or  volume 
measuring  systems  be  classified  into 
class  n  because  the  design  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
enable  proper  cleaning  and  sterilization 
of  the  device  to  prevent  infection.  The 
electrical  properties  of  the  device  must 
be  controlled  by  a  performance 
standard  to  prevent  electrical  injury  to 
the  patient  or  operator.  The 
measurement  accuracy  of  the  device 
must  be  controlled  by  a  performance 
standard  to  prevent  the  development  of 
inaccurate  diagnostic  information.  'Hte 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient  " 
control  over  these  characteristics.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable' 
assurance  of  the  safety  and 
effectiveness  of  the  devices  and  that 
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there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommenation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  these  devices 
and  on  the  widespread  use  of  these 
devices  in  medical  practice. 

5.  Risks  to  health:  (a)  Misdiagnosis 
and  inappropriate  therapy:  Inadequate 
design  and  calibration  of  the  device  may 
lead  to  generation  of  inaccurate 
diagnostic  data.  The  user  may  prescribe 
a  course  of  treatment  based  on 
inaccurate  diagnostic  data  that  places 
the  patient  at  risk  unnecessarily,  (b) 
Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient,  (c) 
Electrical  injury:  Improper  design  and 
construction  or  a  malfunction  of  the 
device  may  result  in  electrical  injury  to 
the  patient  or  the  operator. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendations  and  is  proposing  that 
urine  flow  or  volume  measuring  systems 
be  classified  into  class  11  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
these  devices  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  devices.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  these  devices. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Comestic  Act  (secs.  513, 
701(a),  52  Stat.  1065,  90  Stat.  640-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Conunissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  B 


by  adding  new  §  876.1800,  to  read  as 
follows: 

§  876.1800  Urine  flow  or  volume 
measuring  system. 

(a)  Identification.  A  urine  flow  or 
volume  measuring  system  is  a  device 
that  measures  directly  or  indirectly  the 
volume  or  flow  of  urine  from  a  patient, 
either  during  the  course  of  normal 
urination  or  while  the  patient  is 
catheterized.  The  device  may  include  a 
drip  chamber  to  reduce  .the  risk  of 
retrograde  bacterial  contamination  of 
the  bladder  and  a  transducer  and 
electrical  signal  conditioning  and 
display  equipment.  This  generic  type  of 
device  includes  the  electrical 
urinometer,  mechanical  urinometer, 
nonelectric  urinometer,  disposable 
nonelectric  urine  flow  rate  measuring 
device,  and  uroflowmeter. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  l^ne,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  foimd  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  B1-7S5  Filed  1-22-81;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  876 
[Docket  No.  78N-1958] 

Medical  Devices;  Classification  of 
Enuresis  Alarms 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  enuresis  alarms  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 


assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  enuresis  alarms: 

1.  Identification:  An  enuresis  alarm  is 
a  device  used  in  the  treatment  of 
bedwetting.  Through  an  electrical  trigger 
mechanism,  the  device  sounds  an  alarm 
when  a  small  quantity  of  urine  is 
detected  on  a  sensing  pad.  This  generic 
type  of  device  includes  the  conditioned 
response  enuresis  alarm. 

2.  Recommended  classification:  Class 
II  (performance  standards.)  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  enuresis  alarms  be 
classified  into  class  II  because  the 
materials  used  in  the  device  that  contact 
the  body  must  be  controlled  by  a 
performance  standard  to  ensure  their 
biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  electrical  properties 
of  the  device  must  be  controlled  by  a 
performance  standard  to  prevent 
electrical  injury  to  the  patient.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 
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4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Adverse  tissue 
reaction:  If  the  materials  used  in  the 
device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction,  (b)  Electrical  injury:  Improper 
design,  construction,  or  a  mulfuncticm  of 
the  device  could  result  in  electrical 
injury  to  the  patient  or  the  operator. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
enu^^esis  alarms  be  classified  into  class 
II  (performance  standards].  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufflcient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673].  This 
proposed  classihcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a].  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]]]  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Cgmmissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  C 
by  adding  new  §  876.2040,  to  read  as 
follows: 

Subpart  C— Monitoring  Devices 

§  876.2040  Enuresis  alarm. 

(a]  Identification.  An  enuresis  alarm 
is  a  device  used  in  the  treatment  of 
bedwetting.  Through  an  electrical  trigger 
mechanism,  the  device  sounds  an  alarm 
when  a  small  quantity  of  urine  is 
detected  on  a  sensing  pad.  This  generic 


type  of  device  includes  conditioned 
response  enuresis  alarms. 

(b]  Classification.  Class  II 
(performance  standards]. 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office]  (HFA-305],  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  81-756  Filed  1^22-81: 8:45  am| 

BIUJNG  CODE  4110-03-M 

21  CFR  Part  876 

(Docket  No.  78N-1968] 

Medical  Devices;  Classification  of 
Penile  Inflatable  Implants 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Administration 
(FDA]  is  issuing  for  public  comment  a 
proposed  regulation  classifying  penile 
inflatable  Implant  devices  into  class  III 
(premarket  approval].  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classffication  Panel  and  of  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  that  the  devices  be 
classified  into  class  III.  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacuturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  at  a  date  to  be  set 
in  a  future  regulation.  Each  premarket 
approval  application  would  include 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  ffnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 


the  Hearing  Clerk’s  office]  (HFA-305], 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420],  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
*1110  Gastroenterology-Urology  Device 
Classiffcation  Panel  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendation  regarding  the 
classification  of  penile  inflatable 
implants: 

1.  Identification:  A  penile  inflatable 
implant  is  a  device  that  consists  of  two 
inflatable  cylinders  implanted  in  the 
penis,  connected  to  a  reservoir  fflled 
with  radiopaque  fluid  implanted  in  the 
abdomen,  and  a  subcutaneous  manual 
pump  implanted  in  the  scrotum.  When 
the  cylinders  are  inflated,  they  provide 
rigidity  to  the  penis.  This  device  is  used 
in  the  treatment  of  erectile  impotence. 

2.  Recommended  classification:  Class 
II  (premarket  approval].  The 
Gastroenterology-Urology  Device 
Classification  Panel  recommends  that 
premarket  approval  of  this  device  be  a 
high  priority.  The  General  and  Plastic 
Surgery  Device  Classification  Panel 
recommends  that  establishing  premarket 
approval  for  this  device  be  a  medium 
priority. 

3.  Summary  of  reasons  for 
recommendation:  the  Gastroenterology- 
Urology  Device  Classification  Panel  and 
the  General  and  Plastic  Surgery  Device 
Classification  Panel  recommend  that 
this  device  be  classified  into  class  III 
because  it  is  an  implanted  device  and 
sufficient  information  is  not  available  to 
establish  a  performance  standard  that 
would  assure  its  safety  and 
effectiveness.  The  Panels  also  believe 
that  there  is  not  sufficient  information 
available  on  this  device  to  show  that 
general  controls  are  sufficient  to  assure 
its  safety  and  effectiveness.  Therefore, 
the  device  should  be  subject  to 
premarket  approval  to  assure  that 
manufacturers  develop  sufficient 
information  showing  ffiat  the  device  is 
safe  and  effective. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  the  Panels 
based  their  recommendations  on  the 
experimental  nature  of  this  device  and 
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the  lack  of  adequate  medical  literature 
and  experience  supporting  its  safety  and 
effectiveness. 

5.  Risks  to  health:  (a)  Additional 
surgery:  A  defective  pump,  kinking  or 
rupture  of  the  tube,  or  low  fluid  volume 
in  the  reservoir  may  lead  to  malfunction 
of  the  device  and  require  additional 
surgery,  (b)  Infection:  Defects  in  the 
design  or  construction  of  the  device 
preventing  adequate  cleaning  or 
sterilization,  or  defects  in  packaging  or 
processing  of  a  device  sold  as  sterile 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (c)  Adverse  tissue  reaction  and 
erosion:  If  the  materials  used  in  the 
device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction  and  tissue  erosion  adjacent  to 
the  device. 

Proposed  ClassiHcation 

The  agency  agrees  with 
recommendations  of  both  Panels  and  is 
proposing  that  penile  inflatable  implants 
be  classified  into  class  UI  (premarket 
approval).  FDA  believes  that  the  device 
presents  a  potential  unreasonable  risk  of 
ilhiess  or  injury  to  the  patient  if  there 
are  not  adequate  data  to  assure  the  safe 
and  effective  use  of  the  device.  In 
addition,  the  device  is  purported  or 
represented  to  be  for  a  use  (treatment  of 
sexual  dysfunction)  that  is  of  substantial 
importance  in  preventing  impairment  of 
human  health.  Furthermore,  the  device 
is  an  implant,  which  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360c(d))  requires  to  be  classified  into 
class  III  unless  the  agency  determines 
that  premarket  approval  is  not 
necessary  to  provide  reasonable 
assurance  of  a  device’s  safety  and 
effectiveness.  In  this  case,  the  agency 
has  determined  that  premarket  approval 
is  necessary  for  the  device  because 
general  controls  and  performance 
standards  are  insufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  insufficient 
information  to  establish  a  standard  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

FDA  has  reviewed  the 
recommendations  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  and  of  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  for  penile  inflatable 
implants  and  has  concluded  that  the 
classification  of  this  device  should  be 
published  in  the  part  of  the  Code  of 
Federal  regulations  for  gastroenterology 
and  urology  devices. 

On  April  28, 1978,  the  agency 


terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classiHcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  D 
by  adding  new  §  876.3350,  to  read  as 
follows: 

Subpart  D— Prosthetic  Devices 
§  876.3350  Penile  inflatable  Implant. 

(a)  Identification.  A  penile  inflatable 
implant  is  a  device  that  consists  of  two 
inflatable  cylinders  implanted  in  the 
penis,  connected  to  a  reservoir  filled 
with  radiopaque  fluid  implanted  in  the 
abdomen,  and  a  subcutaneous  manual 
pump  implanted  in  the  scrotum.  When 
the  cylinders  are  inflated,  they  provide 
rigidity  to  the  penis,  this  device  is  used 
in  the  treatment  of  erectile  impotence. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal,  four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-757  Filed  1-22-81: 8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-1979] 

Medical  Devices;  Classification  of 
Penile  Rigidity  Implants 
agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  penile  rigidity  implants  into 
class  III  (premarket  approval).  FDA  is 
also  publishing  the  recommendation  of 
the  Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  III  (premarket 
approval)  and  the  recommendation  of 
the  General  and  Plastic  Surgery  Device 
Classification  Panel  that  the  device  be 
classified  into  class  11  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
at  a  date  to  be  set  in  a  future  regulation. 
Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  The  effect  of  classifying  a  device 
into  class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assiue  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301^27-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
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recommendation  regarding  the 
classification  of  penile  rigidity  implants: 

1.  Identification:  A  penile  rigidity 
implant  is  a  device  that  consists  of  a 
single  semi-rigid  rod  or  a  pair  of  semi¬ 
rigid  rods  implanted  in  the  penis  to 
provide  rigidity.  It  is  used  in  the 
treatment  of  erectile  impotence. 

2.  Recommended  classification:  The 
Gastroenterology-Urology  Device 
Classification  Panel  recommends  tht 
penile  rigidity  implants  be  classified  into 
class  III  (premarket  approval)  and  that 
premarket  approval  of  this  device  be  a 
high  priority.  The  General  and  Plastic 
Siu’gery  Device  Classification  panel 
recommends  that  penile  rigidity 
implants  be  classified  into  class  II 
(performance  standards)  and  that 
establishing  a  performance  standard  for 
this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Gastroenterology- 
Urology  Device  Classification  Panel 
recommends  that  the  penile  rigidity 
implant  be  classified  into  class  III 
(premarket  approval)  because  the 
device  is  implanted.  The  Panel  believes 
that  the  long  term  consequences  of  the 
implantation  of  this  device  are  not  well 
understood.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  the 
performance  characteristics  of  the 
device.  The  Panel  also  believes  that 
insufficient  information  exists  to 
determine  that  general  controls  or 
standards  would  be  adequate  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
also  noted  that  many  problems  with  the 
device  are  associated  with  the  size  of 
the  device  used,  and  suggested  that  a 
variety  of  sizes  should  be  available  to 
facilitate  appropriate  fit. 

The  General  and  Plastic  Surgery  Panel 
recommends  that  the  penile  rigidity 
implant  be  classified  into  class  II 
(performance  standards)  because  the 
Panel  believes  that  the  materials  used  in 
the  construction  of  this  device  must 
meet  a  satisfactory  level  of  tissue  or 
blood  compatibility,  including 
requirements  for  adequate  surface  finish 
and  cleanliness  which  may  affect  the 
degree  of  compatibility.  The  design  of 
the  device,  including  strength  and 
rigidity,  must  be  controlled  to  prevent 
tissue  trauma  and  structural  problems: 
e.g.,  fracture  of  the  device.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  Although  the 
penile  rigidity  implant  is  an  implanted 
device,  ^e  General  and  Plastic  Surgery 
Panel  believes  that  premarket  approval 
is  not  necessary  because  sufficient 
information  exists  to  establish  a 
performance  standard  that  vyould 


provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels 
based  their  recommendations  on  the 
Panel  members’  personal  knowledge  of 
and  clinical  experience  with,  the  device 
and  familiarity  with  the  medical 
literature.  The  Gastroenterology-Urology 
Device  Classification  Panel  cited  studies 
in  which  Small  et  al.  (Ref.  1)  and  Merrill 
et  al.  (Ref.  2)  reported  successful 
implantation  of  the  device  in  the  short 
term  in  14  of  15  patients. 

5.  Risks  to  health:  (a)  Adverse  tissue 
reaction:  If  the  materials  used  in  the 
construction  of  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction,  (b)  Infection: 
Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (c)  Urinary  retention:  If  the 
prosthesis  compresses  the  urethra,  urine 
flow  will  be  impeded,  (d)  Erosion  or 
malfunction:  If  the  implant  is  improperly 
sized  or  mechanically  breaks,  it  may 
either  cause  tissue  erosion  or  fail  to 
provide  adequate  support 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  Gastroenterology-Urology  Device 
Classification  Panel  and  is  proposing 
that  penile  rigidity  implants  be  classified 
into  class  III  (premarket  approval).  FDA 
has  reviewed  the  recommendations  of 
both  Panels  and  obtained  additional 
data  and  information  on  penile  rigidity 
implants.  An  article  on  the  use  of  one 
type  of  this  device  during  an  18-month 
period  reports  that  55  of  61  patients 
regained  capacity  for  sexual  intercourse 
(Ref.  3).  The  complications  noted  in  this 
study  include  wound  infection,  penile 
edema,  intractable  pain,  urinary 
obstruction,  displacement  of  the  silicone 
rods,  and  urethral  erosion.  Loeftler  and 
Iverson  noted  three  complications  in  72 
patients:  infection,  extrusion,  and 
improper  placement  of  the  prosthesis 
(ReL  4).  In  all  four  cases  the  prosthesis 
was  removed.  In  another  study  carried 
out  by  Apfelberg,  Maser,  and  Lash  on  25 
patients,  an  8  percent  complication  rate 
was  reported  (Ref.  5). 

FDA  disagrees  with  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  recommendation  that  penile 
rigidity  implants  be  classified  into  class 
II  (performance  standards).  FDA 
believes  that  the  device  presents  a 
potential  uiu-easonable  risk  of  illness  or 
injury  to  the  patient  if  there  are  not 
adequate  data  to  assure  the  safe  and 
effective  use  of  the  device.  In  addition, 


the  device  is  purported  or  represented  to 
be  for  a  use  (treatment  of  sexual 
dysfunction)  that  is  of  substantial 
importance  in  preventing  impairment  of 
human  health.  Furthermore,  the  device 
is  an  implant,  which  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360c(d))  requires  to  be  classified  into 
class  III  unless  the  agency  determines 
that  premarket  approval  is  not 
necessary  to  provide  reasonable 
assurance  of  a  device’s  safety  and 
effectiveness.  In  this  case,  the  agency 
has  determined  that  premarket  approval 
is  necessary  for  the  device  because 
general  controls  and  performance 
standards  are  insufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  also 
believes  that  there  is  insufficient 
information  to  establish  a  standard  to 
provide  reasonable  assurance  of  the 
safety  and  efiectiveness  of  the  device. 

There  is  evidence  (Refs.  1  through  5) 
of  complications  due  to  some  designs  of 
the  device  and  that  these  complications 
caimot  be  addressed  adequately  by  a 
performance  standard. 

FDA  has  reviewed  the 
recommendations  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  and  of  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  for  penile  rigidity 
implants  and  has  concluded  that  the 
classification  of  this  device  should  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  gastroenterology 
and  urology  devices. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 


7580 


Federal  Register  /  Vol.  46,  No.  15  /  Friday,  January  23.  1981  /  Proposed  Rules 


the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  foimd  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a},  52  StaL  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  D 
by  adding  new  §  876.3630,  to  read  as 
follows: 

§  876.3630  Penile  rigidity  implant 

(a)  Identification.  A  penile  rigidity 
implant  is  a  device  that  consists  of  a 
single  semi-rigid  rod  or  a  pair  of  semi¬ 
rigid  rods  implanted  in  the  penis  to 
provide  rigidity.  It  is  used  in  the 
treatment  of  erectile  impotence. 

(b)  Classification.  Class  III  (premarket 
approval). 

Laterested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane.  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  die 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-758  Filed  1-22-81;  a-45  am) 
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21  CFR  Part  876 

[Docket  No.  78N-1981] 

Medical  Devices;  Classification  of 
Testicuiar  Prostheses 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
classifying  testicular  prostheses  into 
class  III  (premarket  approval).  FDA  is 
also  publishing  the  recommendation  of 


the  Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  III  and  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
at  a  date  to  be  set  in  a  future  regulation. 
Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  The  effect  of  classifying  a  device 
into  class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectivess  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
beised  on  this  proposal  become  effective 
30  days  after  &e  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305). 

'  Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  testicular  prostheses: 

1.  Identification:  A  testicular 
prosthesis  is  an  implanted  device  that 
consists  of  a  solid  or  gel-filled  silicone 
rubber  prosthesis  that  is  implanted 
surgically  to  resemble  a  testicle. 

2.  Recommended  classification:  The 
Gastroenterology-Urology  Device 
Classification  Panel  recommends  that 
testicular  prostheses  be  classified  into 
Class  III  (premarket  approval)  and  that 
premarket  approval  of  this  device  be  a 
medium  priority.  The  General  and 
Plastic  Surgery  Device  Classification 
Panel  recommends  that  the  device  be 


classified  into  class  II  (performance 
standards]  and  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Gastroenterology- 
Urology  Device  Classification  Panel 
recommends  that  these  devices  be 
classified  into  class  III  because  they  are 
implanted  devices.  The  Panel  believes 
that  the  long-term  consequences  of  the 
implantation  of  these  devices  are  not 
well  understood.  There  is  insufficient 
information  available  to  establish  a 
performance  standard  that  would  assure 
their  safety  and  effectiveness.  The  Panel 
believes  that  general  controls  are 
insufficient  to  assure  their  safety  and 
effectiveness.  Therefore,  the  devices 
should  be  subject  to  premarket  approval 
to  assure  that  manufacturers 
demonstrate  satisfactory  performance  of 
the  devices  and  thus  assure  their  safety 
and  effectiveness. 

'The  General  and  Plastic  Surgery 
Device  Classification  Panel  recommends 
that  testicular  prostheses  be  classified 
into  class  El  because  the  design  and 
constnicticm  of  the  device  must  be 
controlled  by  a  performance  standard  to 
enable  proper  cleaning  and  sterilization 
of  the  device  to  prevent  infection.  The 
materials  used  in  the  device  that  contact 
the  body  must  be  controlled  by  a 
performance  standard  to  ensure  their 
biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  Panels  believe  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  Although  the  testicular 
prosthesis  is  an  implanted  device,  the 
Panel  believes  that  premarket  approval 
is  not  necessary  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  this  device  because 
there  is  sufficient  information  available 
to  establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels 
based  their  recommendations  on  the 
Panel  members’  personal  knowledge  of, 
and  clinical  experience  with,  the  device. 

5.  Risks  to  health:  (a)  Adverse  tissue 
reaction:  If  the  materials  used  in  the 
construction  of  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction,  (b)  Infection: 
Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  Gastroenterology-Urology  Device 
Classification  Panel  and  is  proposing 
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that  testicular  prosetheses  be  classiHed 
into  class  III  (premarket  approval).  The 
agency  has  reviewed  the  Panel 
recommendation  and  has  obtained 
additional  data  and  information 
describing  the  use  of  the  testicular 
prosthesis.  The  gel-fllled  prosthesis  has 
been  used  with  minimal  complications 
(Ref.  1);  however,  silicone  gel  is  known 
to  migrate  in  the  body  even  from  an 
intact  prosthesis.  Also,  the  long-term 
ejects  on  the  body  from  the  silicone 
material  are  unknown  (Refs.  2  and  3). 
The  clinical  use  of  materials  other  than 
silicone  rubber  was  less  successful  in  a 
study  reported  by  Prentiss  (Ref.  4). 

FDA  disagrees  with  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  that  testicular  prostheses  be 
classiHed  into  class  n  (performance 
standards).  The  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury  to  the  patient.  The  silicone  within 
the  prosthesis  may  migrate  in  the  body 
of  the  patient,  as  described  above,  with 
unknown  long-term  effects  (Refs.  2  and 
3).  Furthermore,  the  device  is  an  implant 
which  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360c(d)) 
requires  to  be  classified  into  class  III 
unless  the  agency  determines  that 
premarket  approval  is  not  necessary  to 
provide  reasonable  assurance  of  a 
device’s  safety  and  effectiveness.  In  this 
case,  the  agency  has  determined  that 
premarket  approval  is  necessary  for  the 
device  because  FDA  believes  that  the 
device  presents  a  potential 
unreasonable  risk  of  illness  or  injury  to 
the  patient  if  there  are  not  adequate 
data  to  assure  the  safe  and  effective  use 
of  the  device.  In  addition,  the  device  is 
purported  or  represented  to  be  for  a  use 
(reconstructive  surgery)  that  is  of 
substantial  importance  in  preventing 
impairment  of  human  health.  In  this 
case,  the  agency  has  determined  that 
premarket  approval  is  necessary  for  the 
device  because  general  controls  and 
performance  standards  are  insufficient 
to  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
FDA  also  believes  that  there  is 
insufficient  information  to  establish  a 
standard  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  imder  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  D 
by  adding  new  §  876.3750,  to  read  as 
follows: 

§  876.3750  Testicular  prosthesis. 

(a)  Identification.  A  testicular 
prothesis  is  an  implanted  device  that 
consists  of  a  solid  or  gel-filled  silicone 
rubber  prosthesis  that  is  implanted 
surgically  to  resemble  a  testicle. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305).  Food 
and  Drug  Administration.  Rm.  4-^  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 


Dated:  December  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc  n-7S8  Filed  1-22-81;  8:45  am) 
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21  CFR  Part  876 
[Docket  No.  78N-1947] 

Medical  Devices;  Classification  of 
Fiberoptic  Light  Ureteral  Catheters 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
classifying  fiberoptic  light  ureteral 
catheters  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  n.  The  effect  of 
classifying  a  device  into  class  n  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  fiberoptic  light  ureteral 
catheters: 

1.  Identification:  A  fiberoptic  light 
ureteral  catheter  is  a  device  that 
consists  of  a  fiberoptic  bundle  that  emits 
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light  throughout  its  length  and  is  shaped 
so  that  it  can  be  inserted  into  the  ureter 
to  enable  the  path  of  the  ureter  to  be 
seen  during  lower  abdominal  or  pelvic 
surgery. 

2.  Recommended  classiHcation:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  fiberoptic  light 
ureteral  catheters  be  classified  into 
class  II  because  characteristics  of  the 
device,  including  the  shape  and  rigidity 
of  the  catheter  and  the  light  intensity, 
must  be  controlled  by  a  performance 
standard  to  prevent  trauma.  The  Panel 
believes  that  the  design,  materials,  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  ^e  shape,  size,  rigidity, 
flexibility,  surface  finish,  and  strength  of 
the  device  are  appropriate  to  prevent 
trauma,  hemorrhage,  or  perforation  and 
to  enable  proper  cleaning  and 
sterilization  of  the  device  to  prevent 
infection.  The  Panel  believes  that 
general  controls  would  not  provide 
sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  panel 
based  its  recommendations  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  this  device. 

5.  Risks  to  health:  (a)  Traiuna, 
hemorrhage,  or  perforation:  Improper 
size,  shape,  rigidity,  arrangement,  or 
^nish  on  parts  of  this  device  may  cause 
tissue  trauma,  hemorrhage,  or 
perforation  of  the  ureter,  (b)  Infection: 
Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
fiberoptic  light  ureteral  catheters  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 


also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4020,  to  read  as 
follows; 

Subpart  E— Surgical  Devices 

§  876.4020  Fiberoptic  light  ureteral 
catheter. 

(a)  Identification.  A  fiberoptic  light 
ureteral  ca^eter  is  a  device  that 
consists  of  a  fiberoptic  bundle  that  emits 
light  throughout  its  length  and  is  shaped 
so  that  it  can  be  inserted  into  the  ureter 
to  enable  the  path  of  the  ureter  to  be 
seen  during  lower  abdominal  or  pelvic 
surgery. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980, 

WQliain  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

PTC  Doa  ri-760  Filed  1-22-81;  845  ami 
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[Docket  No.  78N-1990] 

Medical  Devices;  Classification  pf 
Circumcision  Instruments 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  circumcision  instruments 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  devices  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  the  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
Dockets  Management  B»’anch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm,  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420).  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
(he  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  circumcision 
instruments: 

1.  Identification:  A  circumcision 
instrument  is  a  device  made  specifically 
for  use  in  circumcision  procedures.  This 
generic  type  of  device  includes  the 
plastic  bell  circumcision  device, 
circumcision  shield,  and  circumcision 
clamp. 

,  2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
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performance  standard  for  these  devices 
be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  circumcision 
instruments  be  classified  into  class  II 
because  the  configuration  and  accurate 
sizing  of  the  devices  must  be  controlled 
by  a  performance  standard  to  prevent 
tissue  damage.  The  Panel  recommends 
that  the  design  and  construction  of  the 
device  must  be  controlled  by  a 
performance  standard  to  enable  proper 
cleaning  and  sterilization  of  the  device 
to  prevent  infection.  The  materials  used 
in  the  device  that  contact  the  body  must 
be  controlled  by  a  performance 
standard  to  ensure  their 
biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  design,  materials, 
and  construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  the  shape,  size,  rigidity, 
flexibility,  surface  finish,  and  strength  of 
the  device  are  appropriate  to  prevent 
trauma  or  hemorrhage.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  efiectiveness  of  the 
devices  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  these  devices 
and  on  the  widespread  use  of  these 
devices  in  medical  practice. 

5.  Risks  to  health:  (a)  Excessive 
trauma  or  hemorrhage:  Improper  size, 
shape,  rigitity,  arrangement,  or  finish  on 
parts  of  diese  devices  may  cause 
excessive  tissue  trauma  or  hemorrhage, 
(b)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  construction  of 
these  devices  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction,  (c)  Infection:  Defects  in  the 
design  or  construction  of  the  device 
preventing  adequate  cleaning  or 
sterilization,  or  defects  in  packaging  or 
processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient. 

Proposed  classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
circumcision  instruments  be  classified 
into  calass  II  (performance  standards). 
The  agency  believes  that  a  performance 
standard  is  necessary  for  these  devices 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
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presented  by  the  devices.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  these  devices. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure,  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  subpart  E 
by  adding  new  §  876.4200,  to  read  as 
follows: 

§  876.4200  Circumcision  instrument 

(a)  Identification.  A  circumcision 
instniment  is  a  device  made  specifically 
for  use  in  circumcision  procedures.  This 
generic  type  of  device  includeds  the 
plastic  bell  circiuncision  device, 
circumcision  shield,  and  circumcision 
clamp. 

(b)  Classification.  Class  n 
(performance  standards). 

Interested  persons  may.  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  food 
and  Drug  Administration.  Rm.  i-62,  5600 
Fishers  Lane.  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

(FH  Doc.  8t-761  Filed  1-22-81: 8:45  amj 
BILLING  CODE  4110-03-M 


Medical  Devices;  Classification  of 
Colostomy  Rods 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
classifying  colostomy  rods  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  n.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  24. 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 


A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  colostomy  rods: 

1.  Identification:  A  colostomy  rod  is  a 
device  used  during  the  loop  colostomy 
procediue.  A  loop  of  colen  is  surgically 
brought  out  through  the  abdominal  wall 
and  the  stiff  colostomy  rod  is  [daced 
through  the  loop  temporarily  to  keep  the 
oolon  from  slipping  back  through  the 
surgical  opening. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 


SUPPLEMENTARY  INFORMATION: 
Panel  Recommendation 
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3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  colostomy  rods  be 
classified  into  class  II  because  the 
materials  used  in  the  device  that  contact 
the  body  must  meet  a  biocompatibility 
standard  to  prevent  an  adverse  tissue 
reaction.  The  design,  materials,  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  die  shape,  size,  rigidity, 
flexibility,  surface  finish,  and  strength  of 
the  device  are  appropriate  to  prevent 
trauma,  hemorrhage,  perforation,  or 
breakage  allowing  the  intestine  to 
retract  into  the  peritoneal  cavity  leading 
to  leakage  of  peritoneal  contents  and 
peritonitis.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation:  Improper 
size,  shape,  rigidity,  arrangement,  or 
finish  on  parts  of  ^s  device  may  cause 
tissue  trauma,  hemorrhage,  or 
perforation,  (b)  Adverse  tissue  reaction: 
If  the  materials  used  in  the  device  are 
not  biocompatible,  the  patient  may  have 
an  adverse  tissue  reaction,  (c) 

Peritonitis:  If  the  device  breaks,  the  loop 
of  intestine  may  retract  into  the 
peritoneal  cavity  and  leak  intestinal 
contents,  with  consequent  peritonitis. 

(d)  Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
colostomy  rods  be  classified  into  class  U 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessaiy  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard  will 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  agency  also  believes  that  there  is 
sufficient  information  to  estabUsh  a 
performance  standard  fw  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 


classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4270,  to  read  as 
follows: 

§  876.4270  Colostomy  rod. 

(a)  Identification.  A  colostomy  rod  is 
a  device  used  during  the  loop  colostomy 
procedme.  A  loop  of  colon  is  surgically 
brought  out  through  the  abdominal  wall 
and  the  stiff  colostomy  rod  is  placed 
through  the  loop  temporarily  to  keep  the 
colon  from  slipping  back  through  the 
surgical  opening. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pn  Doc.  81-762  Filed  1-22-61;  8:45  ami 
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21  CFR  Part  876 

[Docket  No.  78N-1993] 

Medical  Devices;  Classification  of 
Endoscopic  Electrosurgical  Units  and 
Accessories 

AOENCY:  Food  and  Drug  Administration. 


action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  endoscopic  electrosurgical 
units  and  accessories  into  class  II 
(performance  standards).  FDA  is  also  - 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  devices  be 
classified  into  class  II.  the  effects  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register . 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  Md 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bmeau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  Md  20910,  301-426-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  is  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  endoscopic 
electrosurgical  units  and  accessories: 

1.  Identification:  An  endoscopic 
electrosurgical  unit  and  accessories  is  a 
device  used  to  perform  electrosurgical 
procedures  through  an  endoscope.  This 
generic  type  of  device  includes  the 
electrosurgical  generator,  patient  plate, 
electric  biopsy  forceps,  electrode, 
flexible  snare,  electrosurgical  alarm 
system,  electrosurgical  power  supply 
unit,  electrical  clamp,  self-opening  rigid 
snare,  flexible  suction  coagulator 
electrode,  patient  return  wristlet, 
contact  jelly,  adaptor  to  the  cerd  for 
transurethral  surgical  instruments,  the 
electric  cord  for  transurethral  swgioal 
instruments,  and  the  transurethral 
desiccator. 
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2.  Recommended  classification:  Class 
11  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  these  devices 
be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  endoscopic 
electrosurgical  units  and  accessories  be 
classified  into  class  II  (performance 
standards)  because  the  design  and 
construction  of  the  devices  must  be 
controlled  by  a  performance  standard  to 
prevent  electrical  injury  to  the  patient. 
The  design  and  construction  of  the 
device  must  be  controlled  by  a 
performance  standard  to  ensure  proper 
cleaning  and  sterilization  of  the  device 
to  prevent  infection.  The  materials  used 
in  the  device  that  contact  the  body  must 
meet  a  biocompatibility  standard  to 
prevent  an  adverse  tissue  reaction.  The 
design,  material,  and  construction  of  the 
device  must  be  controlled  by  a 
performance  standard  to  ensure  that  the 
shape,  size,  rigidity,  flexibility,  and 
surface  finish  are  appropriate  to  prevent 
trauma,  hemorrhage,  and  perforation. 
The  Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  devices  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices  and 
on  the  widespread  use  of  the  devices  in 
medical  practice. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforution:  Improper 
size,  shape,  rigiffity,  arrangement,  or 
finish  on  parts  of  ffie  device  may  cause 
tissue  trauma,  hemorrhage,  or 
perforation,  (b)  Electrical  injury:  • 
Improper  design,  construction,  or  a 
malfunction  of  the  device  could  result  in 
electrical  injury  to  the  patient  or  the 
operator,  (c)  Infection:  Defects  in  the 
design  or  construction  of  the  device 
preventing  adequate  cleaning  or 
sterilization,  or  defects  in  packaging  or 
processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  Infection  in  the 
patient,  (d)  Adverse  tissue  reaction:  If 
the  materials  used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
endoscopic  electrosurgical  units  and 


accessories  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  "and  effectiveness  of  the 
device.  'Die  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Re^stra  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  qpd  22673).  'This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

'Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  546-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4300,  to  read  as 
follows: 

§  876.4300  Endoscopic  electrosurgical 
unit  and  accessories. 

(a)  Identification.  An  endoscopic 
electrosurgical  unit  and  accessories  is  a 
device  used  to  perform  electrosurgical 
procedures  through  an  endoscope.  This 
generic  type  of  device  includes  the 
electrosurgical  generator,  patient  plate, 
electric  biopsy  forceps,  electrode, 
flexible  snare,  electrosurgical  alarm 
system,  electrosurgical  power  supply 
unit,  electrical  clamp,  self-opening  rigid 
snare,  flexible  suction  coagulator 
electrode,  patient  retium  wristlet, 
contact  jelly,  adaptor  to  the  cord  for 
transurethral  surgical  instruments,  the 
electric  cord  for  transurethral  surgical 
instruments,  and  the  transurethral 
desiccator. 

Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Cleric’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20657, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 


are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

WUliam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[PR  Doc.  81-763  Filed  1-22-81;  8:45  am] 
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21  CFR  Part  876 

[Docket  No.  78N-1994] 

Medical  Devices;  Classification  of 
Gastroenteroio^-Urology  Evacuators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  gastroenterology-urology 
evacuators  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  11.  *1110  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  wiU  issue  a  ^al 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  VillarroeL  Bureau  of  Medical 
Devices  (HFK-420).  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
'The  Gastroenterology-Urology  Device 
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Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  gastroenterology- 
urology  evacuators: 

1.  IdentiHcation:  A  gastroenterology- 
urology  evacuator  is  a  device  used  to 
remove  debris  and  fluids  during 
gastroenterological  and  urological 
procedures  by  drainage,  aspiration,  or 
irrigation.  This  generic  type  of  device 
includes  the  fluid  evacuator  system, 
manually  operated  bladder  evacuator, 
and  the  AC-powered  vacuum  pump. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
of  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  gastroenterology- 
urology  evacuators  be  classiHed  into 
class  II  because  the  design,  materials, 
and  construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  die  shape,  size,  rigidity, 
flexibility,  surface  finish,  and  strength  of 
the  device  are  appropriate  to  prevent 
trauma,  hemcHThage,  or  perforation  and 
to  ensure  that  the  suction  force  is 
controlled  to  prevent  inadequate 
aspiration  due  to  lack  of  suction  or 
damage  to  tissue  by  excessive  suction. 
The  construction  of  the  evacuator  tube 
must  be  controlled  to  maintain  patency. 
The  design  and  construction  of  the 
device  must  be  controlled  by  a 
performance  standard  to  prevent 
excessive  irrigant  pressure  in  the 
bladder  during  irrigant  instillation  and 
to  enable  proper  cleaning  and 
sterilization  of  the  device  to  prevent 
infection.  The  electrical  properties  of  the 
device  must  be  controlled  to  prevent 
electrical  injury  to  the  patient  or 
operator.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation:  The  size, 
shape,  rigidity,  arrangement,  or  finish  on 
parts  of  this  device  may  cause  tissue 
trauma,  hemorrhage,  or  perforation,  (b) 
Retrograde  bacterial  spread:  Poor  design 
or  performance  of  the  device  may  cause 


inadequate  aspiration  of  the  body  cavity 
and  possible  retrograde  bacterial 
spread,  (c)  Bladder  rupture:  Excessive 
pressure  exerted  during  irrigant 
instillation  can  result  in  bladder  rupture, 
(d)  Tissue  damage:  Excessive  suction 
can  cause  tissue  damage,  (e)  Infection: 
Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (f)  Electrical  injury:  Improper 
design,  construction,  or  a  malfunction  of 
the  device  could  result  in  electrical 
injury  to  the  patient  or  the  operator. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  emd  is  proposing  that 
gastroenterology-urology  evacuators  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regidation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register  . 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4370,  to  read  as 
follows: 

§  876.4370  Gastroenterology-urology 
evacuator. 

(a)  Identification.  A  gastroenterology- 
urology  evacuator  is  a  device  used  to 
remove  debris  and  fluids  during 
gastroenterological  and  urological 
procedures  by  drainage,  aspiration,  or 
irrigation.  This  generic  type  of  device 


includes  the  fluid  evacuator  system, 
manually  operated  bladder  evacuator, 
and  the  AC-powered  vacuum  pump. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
march  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  81-764  Filed  1-22-81;  8:45  an) 

BIUJN6  CODE  4110-03-M 


21  CFR  Part  876 

(Docket  No.  78N-1995] 

Medical  Devices;  Classification  of 
Hemorrhoidal  Ligators 

agency:  Food  and  Drug  Administratioa. 
ACTION:  Proposed  rule. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  hemorrhoidal  ligators  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 
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FOR  FURTHER  INFORMATION  CONTACr. 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
ClassiHcation  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  hemorrhoidal  ligators: 

1.  IdentiHcation:  A  hemorrhoidal 
ligator  is  a  device  used  to  cut  off  the 
blood  flow  to  hemorrhoidal  tissue  by 
means  of  a  ligature  or  band  placed 
around  the  hemorrhoid. 

2.  Recommended  classification;  Class 
11  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  hemorrhoidal  ligators 
be  classiHed  into  class  11  because  the 
Panel  believes  that  the  materials  used 
in,  and  mechanical  design  of,  this  device 
must  be  controlled  by  a  performance 
standard  to  prevent  excessive  tissue 
strangulation  or  hemorrhage.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice. 

5.  Risks  to  health:  Hemorrhage  or 
excessive  strangulation  of  tissue: 
Breakage  or  poor  design  of  this  device 
could  result  in  hemorrhage  or  excessive 
strangulation  of  tissue. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
hemorrhoidal  ligators  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 


effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19  and  26, 
1978  (43  FR  21666  and  22672).  This 
classification  regulation  identifies  each 
device  panel  by  the  former  name. 

Further  information  regarding  the  device 
advisory  committees  and  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4400,  to  read  as 
follows: 

§  876.4400  Hemorrhoidal  ligator. 

(a)  Identification.  A  hemorrhoidal 
ligator  is  a  device  used  to  cut  off  the 
blood  flow  to  hemorrhoidal  tissue  by 
means  of  a  ligature  or  band  placed 
around  the  hemorrhoid. 

(b)  Classification.  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20657, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  81-765  Filed  1-22-81: 8:45  am] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-19981 

Medical  Devices;  Classification  of 
Electrohydraullc  Lithotrlptors 

agency:  Food  and  Drug  Administration. 


ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  electrohydiraulic  lithotriptors 
into  class  III  (premarket  approval).  FDA 
is  also  publishing  the  recommendation 
of  the  Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  III.  The  efiect  of 
classifying  a  device  into  class  111  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  futiu'e 
regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  After  considering 
public  comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  ofiice)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMS  HON  CONTACT: 

Feman'do  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  electrohydraulic 
lithotriptors: 

1.  Identification:  An  electrohydraulic 
lithotriptor  is  an  AC-powered  device 
used  to  fragment  urinary  bladder  stones. 
It  consists  of  a  high  voltage  source 
connected  by  a  cable  to  a  bipolar 
electrode  that  is  introduced  into  the 
urinary  bladder  through  a  cystoscope. 
With  the  bladder  full  of  water,  the 
electrode  is  held  against  the  stone  and 
repeated  electrical  discharges  between 
the  two  poles  of  the  electrode  cause 
electrohydraulic  shock  waves  which 
disintegrate  the  stone. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
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recommends-  that  premarket  approval  of 
this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  this  device  be 
classified  into  class  III  because  it 
presents  a  potential  unreasonable  risk  of 
illness  or  injury  to  the  patient.  The  Panel 
believes  that  a  performance  standard 
would  not  provide  reasonable  assurance 
of  the  safety  and  effectiveness  of  the 
device  and  that  there  is  not  sufficient 
infonnation  to  establish  a  standard.  The 
device,  therefore,  should  be  subject  to 
premarket  approval  to  assure  that 
manufacturers  demonstrate  satisfactory 
performance  of  the  device  and  thus 
assure  its  safety  and  effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  usage 
of  this  device  as  reported  in  the  medical 
literature.  Although  the  references  cited 
indicate  the  value  of  using  this  device, 
the  Panel  members  identified  significant 
hazards  associated  with  its  use  (Refs.  1, 

2,  and  3).  The  Panel  believes  there  is  not 
enough  information  at  this  time  to 
promulgate  a  performance  standard  for 
this  device. 

5.  Risks  to  health:  (a)  Perforation  of 
the  bladder:  If  the  stone  is  against  the 
bladder  mucosa,  the  introduction  of 
shock  waves  into  the  stone  and  the 
physical  contact  of  the  stone  with  the 
bladder  wall  can  cause  ulceration, 
infection,  sloughing,  and  eventual 
perforation  of  the  bladder,  (b)  Inability 
to  crush  stones:  Use  of  inadequate 
voltage  can  result  in  failure  to  fragment 
the  stones,  (c)  Formation  of  additional 
stones:  This  device  can  drive  particles 
from  a  stone  being  fi-agmented  into  the 
bladder  wall.  If  the  fi-agments  of  the 
stone  remain  in  the  bladder  wall,  they 
can  become  nuclei  for  the  formation  of 
additional  stones,  (d)  Electrical  injury: 
Improper  design,  construction,  or  a 
malfunction  of  the  device  could  result  in 
electrical  injury  to  the  patient  or  the 
operator. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
electrohydraulic  lithotriptors  be 
classified  into  class  III  {premarket 
approval).  FDA  believes  that  the  device 
presents  a  potential  unreasonable  risk  of 
illness  or  injury  to  the  patient  if  there 
are  not  adequate  data  to  assure  the  safe 
and  effective  use  of  the  device.  Shock 
waves  associated  with  the  use  of  this 
device  may  result  in  significant  tissue 
damage.  In  addition,  the  device  is 
purported  or  represented  to  be  for  a  use 
(treatment  of  urinary  bladder  stones) 
that  is  of  substantial  importance  in 
preventing  impairment  of  human  health. 


Premarket  approval  is  necessary  for  the 
device  because  general  controls  and 
performance  standards  are  insufficient 
to  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
FDA  also  believes  that  there  is 
insufficient  information  to  establish  a 
standard  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

References 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  and  may  be  seen  by  interested 
persons  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 

1.  Alfthun,  O.  and  M.  Murtoman,  "Experience 

with  the  Clinical  and  Experimental  Urat-I 
Lithotriptor,”  Scandinavian  Journal  of 
Urology  and  Nephrology,  6;(23-25),  1972. 

2.  Raney,  A.  M.,  “Electrohydraulic 

Lithotripsy:  Experimental  Study  and 
Case  Reports  with  the  Stone 
Disintegrator,”  The  Journal  of  Urology, 
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S.  Raney,  A.  M.,  “^etrohydraulic 

Cystolithotrlpsy,”  Urology,  Volume  Vn:4, 
April  1976,  pp.  379-381. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19. 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673),  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4480,  to  read  as 
follow's: 

§  876.4480  Electrohydraulic  lithotriptor. 

(a)  Identification.  An  electrohydraulic 
lithotriptor  is  an  AC-powered  device 
used  to  fragment  urinary  bladder  stones. 
It  consists  of  a  high  voltage  source 
connected  by  a  cable  to  a  bipolar 
electrode  that  is  introduced  into  tlie 
urinary  bladder  through  a  cystoscope. 
With  the  bladder  full  of  water,  the 
electrode  is  held  against  the  stone  and 
repeated  electrical  discharges  between 
the  two  poles  of  the  electrode  cause 


electrohydraulic  shock  waves  which 
disintegrate  the  stone. 

(b)  Classification.  Class  HI  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Don.  Sl-766  Filed  1-22-81;  8:45  iim] 

BILLING  CODE  411IM»-M 


21  CFR  Part  876 

[Docket  No.  78N-2001] 

Medical  Devices;  Classifioation  of 
Mechanical  Lithotriptors 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  mechanical  lithotriptors  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  efiect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rra.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  Md.  20910,  301-427-7750. 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  mechanical 
lithotriptors: 

1.  Identification:  A  mechanical 
lithotriptor  is  a  device  with  steel  jaws 
that  is  inserted  into  the  urinary  bladder 
through  the  urethra  to  grasp  and  crush 
bladder  stones. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  mechanical 
lithotriptors  be  classified  into  class  II 
because  the  Panel  believes  that  the 
mechanical  design  and  performance  of 
the  device,  especially  of  the  jaws,  must 
be  controlled  by  a  performance 
standard  to  prevent  injury  to  the  patient. 
The  design  and  construction  of  the 
device  must  be  controlled  by  a 
performance  standard  to  enable  proper 
cleaning  and  sterilization  of  the  device 
to  prevent  infection.  The  Panel  believes 
that  general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  the  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device. 

5.  Risks  to  health:  (a)  Traiuna, 
hemorrhage,  or  perforation:  Improper 
size,  shape,  rigidity,  arrangement,  or 
finish' on  parts  of  this  device  may  cause 
tissue  trauma  or  perforation,  and  the 
sharp  teeth  of  the  jaws  may  cause 
hemorrhage,  (b)  Infection:  Defects  in  the 
design  or  construction  of  the  device 
preventing  adequate  cleaning  or 
sterilization,  or  defects  in  packaging  or 
processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  infection  in  the 
patient. 


Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
mechanical  lithotriptors  be  classified 
into  class  II  (performance  standards). 

The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4500,  to  read  as 
follows: 

§  876.4500  Mechanical  lithotriptor. 

(a)  Identification.  A  mechanical 
lithotriptor  is  a  device  with  steel  jaws 
that  is  inserted  into  the  urinary  bladder 
through  the  urethra  to  grasp  and  crush 
bladder  stones. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may.  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 


Dated:  December  19. 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  81-767  Filed  1-22-81;  8:45  sm] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-1999] 

Medical  Devices;  Classification  of 
Qastroenterology*Urology  Fiberoptic 
Retractors 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  gastroenterology-urology 
fiberoptic  retractors  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  efiect  of 
classifying  a  device  into  class  1  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final  s 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  efiective 
30  days  after  Ae  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office')  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  gastroenterology- 
urology  fiberoptic  retractors: 

1.  Identification:  A  gastroenterology- 
urology  fiberoptic  retractor  is  a  device 
that  consists  of  a  mechanical  retractor 
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with  a  fiberoptic  light  system  that  is 
used  to  illuminate  deep  surgical  sites. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  there  be  no 
exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  gastroenterology- 
urology  fiberoptic  retractors  be 
classified  into  class  I  (general  controls] 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  this  device. 

4.  Sununary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice. 

5.  Risks  to  health:  Inadequate 
illumination.  If  the  fiberoptic  bundles  in 
the  device  become  disrupted, 
discontinuity  or  loss  of  light  may  result. 

Proposed  CSassification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
gastroenterology-urology  fiberoptic 
retractors  be  classified  into  class  I 
(general  controls]  with  no  exemptions. 
ITie  agency  believes  that  general 
controls  alone  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA  agrees 
with  the  Panel  that  the  fiberoptic 
bundles  of  this  device  may  become 
disrupted  and  cause  discontinuity  or 
loss  of  light.  However,  the  agency 
believes  that  general  controls  are 
adequate  to  control  this  risk  to  health. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  613, 
701(a).  52  Stat  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  317(a]))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4530,  to  read  as 
follows: 


876.4530  Gastroenterology-urology 
fiberoptic  retractor. 

(a)  Identification.  A  gastroenterology- 
urology  fiberoptic  retractor  is  a  device 
that  consists  of  a  mechanical  retractor 
with  a  fiberoptic  light  system  that  is 
used  to  illuminate  deep  surgical  sites. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office]  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  dociunent.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p  jn.. 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  81-768  Piled  1-22-81: 8:45  am] 

BILUNQ  CODE  4110-OS-M 


21  CFR  Part  878 
[Docket  No.  78N-2067] 

Medical  Devices;  Classification  of 
Ribdams 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ribdams  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  D.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 


Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  ribdams: 

1.  Identification:  A  ribdam  is  a  device 
that  consists  of  a  broad  strip  of  latex 
with  supporting  ribs  used  to  drain 
surgical  wounds  where  copious  urine 
drainage  is  expected. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recomm^’iids  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  ribdams  be  classified 
into  class  II  because  the  materials  used 
in  the  device  that  contact  the  body  must 
be  controlled  by  a  performance 
standard  to  ensure  their 
biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  design  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
enable  proper  cleaning  and  sterilization 
of  the  device  to  prevent  infection.  In 
addition,  if  the  device  is  excessively 
bulky,  pressure  on  tissues  can  delay 
healing.  The  Panel  believes  that  genered 
controls  alone  would  not  provide 
sufficient  control  over  these 
characteristiqs.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  'The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clincial  experience  with,  the  device  and 
on  the  widespread  use  of  this  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Delayed 
healing  and  tissue  necrosis 
(destruction):  If  the  device  is  too  bulky, 
pressure  on  tissues  is  increased  which 
may  delay  the  healing  process  and 
cause  tissue  necrosis,  (b)  Infection: 
Defects  in  the  design  or  construction  of 
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the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  the 
introduced  and  cause  an  infection  in  the 
patient,  (c)  Adverse  tissue  reaction:  If 
the  materials  used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ribdams  be  classified  into  class  11 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  ail  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673),  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drug 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4560,  to  read  as 
follows: 

876.4560  Ribdam. 

(a)  Identification.  A  ribdam  is  a 
device  that  consists  of  a  broad  strip  of 
lalex  with  supporting  ribs  used  to  drain 
surgical  woimds  where  copious  urine 
drainage  is  expected. 

(b)  Classification.  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk's  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this  ' 
proposal.  Four  copies  of  any  comments 


are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  foimd  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  81-709  Filed  1-22-81;  8:45  am] 
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21  CFR  Part  876 

[Docket  No.  78N-20681 

Medical  Devices;  Classification  of 
Interlocking  Urethral  Sounds 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  interloping  urethral  sounds 
into  class  n  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  n.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
DoPets  Management  Branch  (formerly 
the  Hearing  Clerk's  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-^7-7750. 

SUPPLEMENTARY  MFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 


Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  interlocking  urethral 
sounds: 

1.  Identification:  An  interlocking 
urethral  sound  is  a  device  that  consists 
of  two  metal  sounds  (elongated 
instruments  for  exploring  or  sounding 
body  cavities)  with  interlocking  ends, 
such  as  with  male  and  female  threads  or 
a  rounded  point  and  mating  socket  used 
in  the  repair  of  a  ruptured  urethra.  The 
device  may  include  a  protective  cap  to 
fit  over  the  metal  threads. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  interlocking  urethral 
sounds  be  classified  into  class  n 
because  the  design  of  the  device  must  be 
controlled  by  a  performance  standard  to 
prevent  further  trauma  to  the  urethra. 
The  materials  used  in  the  device  that 
contact  the  body  must  be  controlled  by 

a  performance  standard  to  ensure  their 
biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  the  device. 

5.  Risks  to  health:  (a)  Perforation, 
bleeding,  perineal  urethral  trauma: 
Improper  design  of  the  device  or  failure 
of  the  safety  cap  may  cause  additional 
trauma  to  the  injured  urethra,  (b) 
Adverse  tissue  reaction:  If  the  materials 
used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
interlocking  urethral  soimds  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
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information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4590,  to  read  as 
follows: 

§  876.4590  Interlocking  urethral  sound. 

(a)  IdentiHcation.  An  interlocking 
urethral  sound  is  a  device  that  consists 
of  two  metal  sounds  (elongated 
instruments  for  exploring  or  sounding 
body  cavities)  with  interlocking  ends, 
such  as  with  male  and  female  threads  or 
a  rounded  point  and  mating  socket,  used 
in  the  repair  of  a  ruptured  urethra.  The 
device  may  include  a  protective  cap  to 
fit  over  the  metal  threads. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk's  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identiHed  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  oiffice 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1880. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-770  Filed  1-22-61;  8:45  am] 
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21  CFR  Part  876 

[Docket  No.  78N-1984] 

Medical  Devices;  Classification  of 
Ureteral  Stents 

AGENCY:  Food  and  Drug  Administration, 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ureteral  stents  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based-on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  ureteral  stents: 

1.  Identification:  A  ureteral  stent  is  a 
tube-like  implanted  device  that  is 
inserted  into  the  ureter  to  provide 
ureteral  rigidity  and  allow  the  passage 
of  urine.  The  device  may  have  finger¬ 
like  protrusions  or  hooked  ends  to  keep 
the  tube  in  place.  It  is  used  in  the 
treatment  of  ureteral  injuries  and 
ureteral  obstruction. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 


performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  ureteral  stents  be 
classified  into  class  II  because  the 
material  used  in  the  device  that  contacts 
the  body  must  be  controlled  by  a 
performance  standard  to  ensure  it  is 
biocompatible  to  prevent  an  adverse 
tissue  reaction.  The  design,  materials, 
and  construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  the  shape,  size^  rigidity, 
flexibility,  surface  finish,  and  strength  of 
the  device  are  appropriate  to  prevent 
trauma,  hemorrhage,  perforation  or  - 
migration  of  the  device  and  to  enable 
proper  cleaning  and  sterilization  of  the 
device  to  prevent  infection.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device,  and 
on  a  review  of  the  literature.  Dorr  (ReL 
1)  has  reported  on  20  patients  treated 
with  this  type  of  repair  between  1963 
and  1971.  Good  results  were  observed  in 
11  of  the  20  patients  who  were  followed 
from  3  months  to  5  years.  Four  patients 
had  slight  residual  ureteral  obstruction, 
and  of  the  remaining  five  patients,  the 
results  were  inconclusive.  Of  the  20 
cases  reviewed,  only  2  had 
complications  directly  related  to  the 
stenting  technique. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation:  The  size, 
shape,  rigidity,  arrangement  or  finish  on 
parts  of  this  device  may  cause  tissue 
trauma,  hemorrhage,  or  perforation,  (b) 
Adverse  tissue  reaction:  If  the  material 
used  in  the  device  is  not  biocompatible, 
it  may  cause  an  adverse  tissue  reaction, 

(c)  Migration  of  stent:  Upward  or 
downward  migration  of  the  stent  may 
necessitate  additional  surgery  to  restore 
ureteral  function,  (d)  Infection:  Defects 
in  the  design  or  construction  of  the 
device  preventing  adequate  cleaning  or 
sterilization,  or  defects  in  packaging  or 
processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
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ureteral  stents  be  classified  into  Class  II 
(performance  standards).  FDA  has 
obtained  additional  data  on  the  use  of 
ureteral  stents  (Refs.  2  through  4).  The 
agency  notes  that  the  implantation  of  a 
silicone  rubber  ureteral  stent  has  been 
used  for  many  years  as  an  acceptable 
method  in  the  treatment  of  ureteral 
obstruction,  usually  in  patients  with 
advanced  carcinoma,  where  the 
implants  have  performed  satisfactorily 
for  up  to  26  months  (Ref.  2).  Later 
studies  (Refs.  3  and  4)  discuss  variations 
in  the  design  of  the  device  that  were 
made  to  prevent  migration  of  the  stent 
up  or  down  the  ureter.  The  literature 
indicates  that  the  silicone  rubber  stent  is 
satisfactory  in  relieving  ureteral 
obstruction,  has  presented  few 
problems,  and  can  be  removed  easily 
through  a  cystoscope  when  required. 
Although  the  device  is  an  implant,  the 
agency  believes  that  in  this  case 
premarket  approval  is  unnecessary  and 
that  performance  standards  will  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
believes  that  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  (address  above)  and  may  be 
seen  by  interested  persons  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classiOcation  regulation 
identibes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 


may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs,  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876s.4620,  to  reas  as 
follows: 

§876.4620  Ureteral  Stent. 

(a)  Identification.  A  ureteral  stent  is  a 
tube-like  implanted  device  that  is 
inserted  into  the  ureter  to  provide 
ureteral  rigidity  and  allow  the  passage 
of  urine.  The  device  may  have  fmger- 
like  protrusions  or  hooked  ends  to  keep 
the  tube  in  place.  It  is  used  in  the 
treatment  of  ureteral  injuries  and 
ureteral  obstruction. 

(b)  Classification.  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-30.5),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identiBed  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document  Received 
comments  may  be  seen  in  the  oRice 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  81-771  Filed  1-22-81;  8;45  ami 
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21  CFR1»art876 
(Docket  No.  78N-1988] 

Medical  Devices;  Classification  of 
Water  Jet  Renal  Stone  Dislodger 
Systems 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
pubic  comment  a  proposed  regulation 
classifying  water  jet  renal  stone  disloger 
systems  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  11.  The  eBect  of 


classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  Bnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  offfce)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20357. 

FOR  FURTHER  INFORMATKNI  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  209ia  301-427-775a 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  water  jet  renal  stone 
dislodger  systems: 

1.  Identification:  A  water  jet  renal 
stone  dislodger  system  is  a  device  used 
to  dislodge  stones  from  renal  calyces 
(recesses  of  the  pelvis  of  the  kidney)  by 
means  of  a  pressurized  stream  of  water 
through  a  conduit.  The  device  is  used  in 
the  surgical  removal  of  kidney  stones. 

2.  Recommended  classification:  Class 
n  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  water  jet  renal  stone 
dislodger  systems  be  classified  into 
class  II  because  the  Panel  believes  that 
the  amount  of  pressure  delivered  by  the 
device  must  be  controlled  by  a 
performance  standard  to  prevent  renal 
damage  due  to  excessive  water  pressure 
and  to  enable  proper  cleaning  and 
sterilization  of  the  device  to  prevent 
infection.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
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there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Kidney  damage: 
Kidney  damage  may  result  if  Ais  device 
injects  fluid  into  renal  calyces  at  too 
high  a  pressure  level,  (b)  Infection: 
Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
water  jet  renal  stone  dislodger  systems 
be  classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  *,6, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4650,  to  read  as 
follows: 

§  876.4650  Water  jet  renal  stone  dislodger 
system. 

(a)  Identification.  A  water  jet  renal 
stone  dislodger  system  is  a  device  used 
to  dislodge  stones  from  renal  calyces 


(recesses  of  the  pelvis  of  the  kidney)  by 
means  of  a  pressurized  stream  of  water 
through  a  conduit.  The  device  is  used  in 
the  surgical  removal  of  kidney  stones. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  81-772  Filed  1-22-81;  8:45  am] 
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21  CFR  Part  876 

[Docket  No.  78N-2002] 

Medical  Devices;  Classification  of 
Ureteral  Stone  Dislodgers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ureteral  stone  dislodgers  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development-of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  ureteral  stone 
dislodgers: 

1.  Identification:  A  ureteral  stone 
dislodger  is  a  device  that  consists  of  a 
bougie  or  a  catheter  with  an  expandable 
wire  basket  near  the  tip,  a  special 
flexible  tip,  or  other  special 
construction.  It  is  inserted  through  a 
cystoscope  and  used  to  entrap  and 
remove  stones  from  the  lower  ureter. 
'This  generic  type  of  device  includes  the 
metal  basket  and  the  flexible  ureteral 
stone  dislodger. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  ureteral  stone 
dislodgers  be  classified  into  class  II 
because  the  Panel  believes  that  the 
design  and  materials  of  the  device  must 
be  controlled  by  a  performance 
stand|ard  to  prevent  damage  to  the 
ureter.  The  materials  used  in  the  device 
that  contact  the  body  must  be  controlled 
by  a  performance  standard  to  ensure 
biocompatibility  of  the  materials  to 
prevent  an  adverse  tissue  reaction.  The 
design,  materials,  and  construction  of 
the  device  must  be  controlled  by  a 
performance  standard  to  ensure  that  the 
shape,  size,  rigidity,  flexibility,  surface 
finish  and  tensile  strength  of  the  device 
are  appropriate  to  prevent  trauma, 
hemorrhage,  and  perforation.  The  Panel 
noted  that  device  malfunction  may  lead 
to  incarceration  of  the  metal  basket  in 
the  ureter,  causing  additional  surgery. 
The  Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  ofithe  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
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based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation:  The  size, 
shape,  rigidity,  arrangement,  or  finish  on 
parts  of  this  device  may  cause  tissue 
trauma,  hemorrhage,  or  perforation. 
Bleeding,  perforation,  or  avulsion  of  the 
ureter  may  result  if  an  improperly 
designed  device  contains  sharp  exposed 
wires  or  is  not  of  the  correct  flexibility, 
(b)  Additional  surgery:  A  defect  in  the 
device  or  malfunction  of  the  device 
could  cause  the  metal  basket  to  be 
incarcerated  in  the  ureter,  causing  the 
patient  to  have  to  undergo  additional 
surgery,  with  attendent  risks,  (c) 
Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ureteral  stone  dislodgers  be  classified 
into  class  II  (performance  standards). 

The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668]  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 


by  adding  new  §  876.4680,  to  read  as 
follows: 

§  876.4680  Ureteral  stone  dfsiodger. 

(a)  Identification.  A  ureteral  stone 
dislbdger  is  a  device  that  consists  of  a 
bougie  or  a  catheter  with  an  expandable 
wire  basket  near  the  tip,  a  special 
flexible  tip,  or  other  special 
construction.  It  is  inserted  through  a 
cystoscope  and  used  to  entrap  and 
remove  stones  from  the  lower  ureter. 
This  generic  type  of  device  includes  the 
metal  basket  and  the  flexible  ureteral 
stone  dislodger. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk's  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m.. 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  8)-773  Filed  1-22-81;  ft45  am] 
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21  CFR  Part  876 

[Docket  No.  78N-1996] 

Medical  Devices;  Classification  of 
Manual  Gastroenterology*Urology 
Surgical  Instruments  and  Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  manual  gastroenterology- 
urology  surgical  instruments  and 
accessories  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  devices  be 
classified  into  class  I.  The  efiect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
reguation  classifying  the  devices.  These 


actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
date:  Comments  by  March  24, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ffie  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk's  office]  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  manual 
gastroenterology-urology  surgical 
instruments  and  accessories: 

1.  Identification:  A  manual 
gastroenterology-iuology  surgical 
instrument  and  accessories  is  a  device 
designed  to  be  used  for 
gastroenterological  and  urological 
surgical  procedures.  The  device  may  be 
nonpowered,  hand-held,  or  hand- 
manipulated.  Manual  gastroenterology- 
urology  surgical  instruments  include  the 
biopsy  forceps  cover,  biopsy  tray 
without  biopsy  instruments,  line  clamp, 
nonpowered  rectal  probe,  nonelectrical 
clamp,  colostomy  spur-crushers,  locking 
device  for  intestinal  clamp,  needle 
holder,  gastro-urology  hook,  gastro- 
urology  probe  and  director,  nonself- 
retaining  retractor,  laparotomy  rings, 
nonelectrical  snare,  rectal  specula, 
bladder  neck  spreader,  self-retaining 
retractor,  and  scoop. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  these  devices  be 
exempt  horn  registration,  device  listing, 
and  premarket  notification  procedures 
under  section  510  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (the  act]  (21 
U.S.C.  360],  records  and  reports 
requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360)(f). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  manual 
gastroenterology-urology  surgical 
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instruments  and  accessories  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  these  devices.  The  Panel 
believes  that  manufacturers  of  the 
devices  should  not  be  required  to 
comply  with  registration,  device  listing, 
premarket  notification  procedures, 
records  and  reports  requirements,  and 
the  good  manufacturing  practice 
regulation  because  the  quality  and  any 
defects  of  the  devices  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices. 

5.  Risks  to  health:  Trauma, 
hemorrhage,  or  perforation:  The  size, 
shape,  rigidity,  arrangement,  or  finish  on 
parts  of  these  devices  may  cause  tissue 
trauma,  hemorrhage,  or  perforation. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
manual  gastroenterology-urology 
surgical  instruments  and  accessories  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  FDA 
disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
manual  gastroenterology-urology 
surgical  instruments  and  accessories  be 
exempt  from  registration,  device  listing, 
and  premarket  notification  under 
section  510  of  the  act.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  compliance 
with  section  510  only  upon  a  finding  that 
compliance  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  manual  gastroenterology-urology 
surgical  instruments  and  accessories, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  require  manufacturers 
of  these  devices  to  register  and  to  list 
their  products  with  FDA  so  that  the 
agency  is  able  to  identify  the  firms 
manufacturing  these  devices  and 
conduct  necessary  inspections. 
Premarket  notification  by  these 
manufacturers  assures  that  FDA  learns 
of  new  products,  and  of  significant 
modifications  of  existing  products,  for 
which  premarket  approval  is  required. 

The  agency  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
manual  gastroenterology-urology 
surgical  instruments  and  accessories  be 
exempt  from  records  and  reports 
requirements  under  section  519  of  the 


act  (21  U.S.  350i).  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  TOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued.  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FD/^  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  ft’om  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180) 
with  respect  to  general  requirements 
concerning  records  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

FDA  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
manual  gastroenterology-urology 
surgical  instruments  and  accessories  be 
exempt  from  the  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act.  The  agency  Believes 
that  compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  these 
devices  and  thus  their  safety, 
effectiveness,  and  compliance  with  the 
adulteration  and  misbranding  provisions 
of  the  act.  Compliance  with  the  GMP 
regulation  will  help  prevent  production 
of  manual  gastroenterology-urology 
surgical  instruments  and  accessories 
having  defects  that  could  harm  users. 
FDA  agrees  with  the  Panel  that  these 
devices  can  cause  tissue  damage  if  the 
parts  possess  improper  configuration, 
rigidity,  or  finish;  however,  the  agency 
believes  that  these  hazards  can  be 
adequately  controlled  by  general 
controls. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 


1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4730,  to  read  as 
follows: 

§  876.4730  Manual  gastroenterology- 
urology  surgical  instrument  and 
accessories. 

(a)  Identification.  A  manual 
gastroenterology-urology  surgical 
instrument  and  accessories  is  a  device 
designed  to  be  used  for 
gastroenterological  and  urological 
surgical  procedures.  The  device  may  be 
nonpowered,  hand-held,  or  hand- 
manipulated.  Manual  gastroenterology- 
urology  surgical  instruments  include  the 
biopsy  forceps  cover,  biopsy  tray 
without  biopsy  instruments,  line  clamp, 
nonpowered  rectal  probe,  nonelectrical 
clamp,  colostomy  spur-crushers,  locking 
device  for  intestinal  clamp,  needle 
holder,  gastro-urology  hook,  gastro- 
urology  probe  and  director,  nonself- 
retaining  retractor,  laparotomy  rings, 
nonelectrical  snare,  rectal  specula, 
bladder  neck  spreader,  self-retaining 
retractor,  and  scoop. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Pm.  4-62  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  81-774  Filed  1-22-81;  8:45  am) 
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21  CFR  Part  876 

[Docket  No.  78N-2004] 

Medical  Devices;  Classification  of 
Urethrotomes 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  urethrotomes  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  Ae  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACr. 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  and  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  urethrotomes: 

1.  Identification:  A  urethrotome  is  a 
device  that  is  inserted  into  the  urethra 
and  used  to  cut  urethral  strictures  and 
enlarge  the  urethra.  It  is  a  metal 
instrument  equipped  with  a  dorsal-fin 
cutting  blade  which  can  be  elevated 
from  its  sheath.  Some  urethrotomes 
incorporate  an  optical  channel  for  visual 
control. 

2.  Recommended  classification:  Class 


II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  urethrotomes  be 
classified  into  class  II  because  the 
design  of  the  cutting  blade,  together  with 
its  associated  complex  mechanical 
linkages  and  fiberoptic  lighting  system, 
must  be  controlled  by  a  performance 
standard  to  prevent  avulsion  of  urethral 
mucosa,  external  sphincter  injury,  light 
failure  and  loss  of  field  of  vision,  injury 
to  the  operator,  or  tissue  trauma, 
hemorrhage  or  perforation. 

The  Panel  believes  that  the  design  and 
construction  of  the  device  must  be 
controlled  by  performance  standards  to 
enable  proper  cleaning  and  sterilization 
of  the  device  to  prevent  infection.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristcs.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation.  Improper 
size,  shape,  rigidity,  or  arrangement  of 
the  device  or  finish  on  parts  of  this 
device  may  cause  tissue  trauma, 
hemorrhage,  or  perforation. 

(b)  External  sphincter  injury.  Defects 
in  the  design  of  the  device  may  result  in 
injury  to  the  external  sphincter  and 
urethral  avulsion. 

(c)  Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
urethrotomes  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 


there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  foimd  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4770,  to  read  as 
follows: 

§  876.4770  Urethrotome. 

(a)  Identification.  A  urethrotome  is  a 
device  that  is  inserted  into  the  urethra 
and  used  to  cut  urethral  strictures  and 
enlarge  the  urethra.  It  is  a  metal 
instrument  equipped  with  a  dorsal-fin 
cutting  blade  which  can  be  elevated 
from  its  sheath.  Some  urethrotomes 
incorporate  an  optical  channel  for  visual 
control. 

(b)  Classification.  Class  n 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  81-775  Filed  1-22-81,  a45  am) 

BILLING  CODE  4110-03-M 
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21  CFR  Part  876 

[Docket  No.  78N-2070] 

Medical  Devices;  Classification  of 
Urological  Tables  and  Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  urological  tables  and 
accessories  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
ClassiBcation  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  urological  tables  and 
accessories: 

1.  Identification:  A  urological  table 
and  accessories  is  a  device  that  consists 
of  a  table,  stirrups,  and  belts  used  to 
support  a  patient  in  a  suitable  position 
for  endoscopic  procedures  of  the  lower 
urinary  tract.  The  table  can  be  adjusted 
into  position  mechanically  or 
electrically. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 


performance  standard  for  this  device  be 
a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
Recommends  that  urological  tables  and 
accessories  be  classified  into  class  II 
because  the  design  of  the  table  and  the 
locking,  release,  and  movement 
mechanism  of  the  stirrups  must  be 
conirolled  by  a  performance  standard  to 
avoid  injury  to  the  patient.  Any 
electrical  properties  of  the  device  must 
be  controlled  by  a  performance  s 
standard  to  prevent  electrical  injury  to 
the  patient  or  operator.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  this  device  in 
medical  practice. 

5.  Risks  to  health;  (a)  Electrical  injury: 
Improper  design,  construction,  or  a 
malfunction  of  the  electrically  operated 
device  could  result  in  electrical  injury  to 
the  patient  or  the  operator. 

(b)  Pressure  injuries:  Defects  in 
design,  construction,  or  malfunction  of 
the  device  may  lead  to  pressure  injuries 
which  could  result  in  pressure  sores, 
nerve  palsies,  venous  stasis,  impaired 
healing,  tissue  necrosis  or  edema. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
urological  tables  and  accessories  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classiHcation  regulation 


identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

'Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.4890,  to  read  as 
follows: 

§  876.4890  Urological  table  and 
accessories. 

(a)  Identification.  A  urological  table 
and  accessories  is  a  device  that  consists 
of  a  table,  stirrups,  and  belts  used  to 
support  a  patient  in  a  suitable  position 
for  endoscopic  procedures  of  the  lower 
urinary  tract.  The  table  can  be  adjusted 
into  position  mechanically  or 
electrically. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

'  William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

[FR  Doc.  81-776  Filed  1-22-81;  8:45  am) 
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21  CFR  Part  876 

[Docket  No.  78N-2005] 

Medical  Devices;  Classification  of 
Biliary  Catheters  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  biliary  catheters  and 
accessories  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  tiie 
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Gastroenterology-Urology  Device 
Classification  Panel  and  of  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  that  these  devices 
be  classiHed  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  {HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  biliary'  catheters  and 
accessories; 

1.  Identification:  A  biliary  catheter 
and  accessories  is  a  tubular  flexible 
device  used  for  temporary  or  prolonged 
drainage  of  the  biliary  tract,  for  splinting 
of  the  bile  duct  during  healing,  or  for 
preventing  stricture  of  the  bile  duct.  This 
generic  type  of  device  may  include  a 
bile  collecting  bag  that  is  attached  to  the 
biliary  catheter  by  a  connector  and 
fastened  to  the  patient  with  a  strap. . 

2.  Recommended  classification  Class 
II  (performance  standards).  Both  Panels 
recommend  that  establishing  a 
performance  standard  for  these  devices 
be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Gastroenterology- 
Urology  Device  Classification  Panel 
recommends  that  biliary  catheters  and 
accessories  be  classified  into  class  II 
because  the  design,  materials,  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 


ensure  that  the  shape,  size,  rigidity, 
flexibility,  surface  finish,  and  strength  of 
the  device  are  appropriate  to  prevent 
trauma,  hemorrhage,  or  perforation.  A 
performance  standard  is  also  necessary 
to  enable  proper  cleaning  and 
sterilization  of  the  device  to  prevent 
infection.  The  materials  used  in  the 
device  that  contact  the  body  must  be 
controlled  by  a  performance  standard  to 
ensure  their  biocompatibility  to  prevent 
an  adverse  tissue  reaction. 

The  General  and  Plastic  Surgery 
Device  Classification  Panel  recommends 
that  biliary  catheters  be  classified  into 
class  II  because  the  material  integrity  of 
catheters  must  meet  an  acceptable  level 
of  performance  to  reduce  the  possibility 
of  fragmentation  of  the  catheter,  leading 
to  formation  of  biliary  calculi.  Materials 
used  in  the  construction  of  these  devices 
must  comply  with  a  performance 
standard  to  ensure  they  meet  a  generally 
accepted  satisfactory  level  of  tissue  or 
blood  biocompatibility,  to  prevent  an 
adverse  tissue  reaction. 

The  Panels  believe  that  general 
controls  alone  would  not  provide 
sufficient  control  over  these 
characteristics.  The  Panels  believe  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard.  The 
Gastroenterology-Urology  Panel 
believes  that  the  device  as  it  is  presently 
marketed  is  not  suitable  for  long  term 
implantation  (over  30  days). 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels 
based  their  recommendation  on  the 
Panel  members’  personal  knowledge  of, 
and  clinical  experience  with,  the 
devices. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation:  The  size, 
shape,  rigidity,  and  arrangement  of  the 
devices  or  finish  on  parts  of  these 
devices  may  cause  tissue  trauma, 
hemorrhage,  or  perforation. 

(b)  Bile  duct  obstruction:  The  size,^ 
shape,  or  design  of  the  device  may  result 
in  obstruction  of,  or  injury  to,  the  bile 
duct. 

(c)  Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of 
devices  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient. 

(d)  Biliary  calculi  (stone)  formation: 
Fragmentation,  stiffening,  or  obstruction 
caused  by  the  device  can  result  in  the 
formation  of  biliary  calculi. 

(e)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  device  are  not 


biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the 
recommendations  of  both  Panels  and  is 
proposing  that  biliary  catheters  and 
accessories  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  these  devices  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  devices.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
devices.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
these  devices. 

FDA  has  reviewed  the 
recommendations  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  and  of  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  for  biliary  catheters 
and  has  concluded  that  the 
classification  of  this  device  should  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  gastroenterology 
and  urology  devices. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

7{n(a),  52  Stat.  1055,  90  Sjat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  E 
by  adding  new  §  876.5010,  to  read  as 
follows: 

Subpart  F— Therapeutic  Devices 

§  876.5010  Biliary  catheter  and 
accessories. 

(a)  Identification.  A  biliary  catheter 
and  accessories  is  a  tubular  flexible 
device  used  for  temporary  or  prolonged 
drainage  of  the  biliary  tract,  for  splinting 
of  the  bile  duct  during  healing,  or  for 
preventing  structure  of  the  bile  duct. 

This  generic  type  of  device  may  include 
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a  bile  collecting  bag  that  is  attached  to 
the  biliary  catheter  by  a  connector  and 
fastened  to  the  patient  with  a  strap. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  81-777  Filed  1-22-81;  8;45  am] 

BILUNQ  CODE  «110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-1972] 

Medical  Devices;  Classification  of 
Continent  Ileostomy  Catheters 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  continent  ileostomy  catheters 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
ono  or  r  ore  performance  standards  to 
assu.  u;e  safety  and  effectiveness  of 
the  i'  ice.  After  considering  public 
commt  c  ^A  will  issue  a  final 
regulatio  ’  .ssifying  the  device.  These 
actions  ave  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES ,  C  mments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  die  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  continent  ileostomy 
catheters: 

■* .  Identification:  A  continent 
ileostomy  catheter  is  a  flexible  tubular 
device  used  as  a  form  during  surgery  for 
continent  ileostomy  and  it  provides 
drainage  after  surgery.  Additionally,  the 
device  may  be  inserted  periodically  by 
the  patient  for  routine  care  to  empty  the 
ileal  pouch.  This  generic  type  of  device 
includes  the  rectal  catheter  for  continent 
ileostomy, 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  continent  ileostomy 
catheters  be  classified  into  class  II 
(performance  standards)  because  the 
design  and  construction  of  the  device 
must  be  controlled  by  a  performance 
standard  to  ensure  that  the  shape,  size, 
rigidity,  flexibility,  surface  finish,  and 
strength  of  the  device  are  appropriate  to 
prevent  trauma,  hemorrhage,  or 
perforation. 

The  materials  used  in  the  device  that 
contact  the  body  must  be  controlled  by 
a  performance  standard  to  ensure  their 
biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device.  The 
Panel  members  noted  that  this  device 
has  not  been  used  extensively. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation:  Improper 
size,  shape,  rigidity,  and  arrangement,  or 
finish  on  parts  of  this  devices  may  cause 


tissue  trauma,  hemorrhage,  or 
perforation. 

(b)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  construction  of  the 
device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction. 

(c)  Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
continent  ileostomy  catheters  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
classification  regulation  identifies  each 
device  panel  by  the  former  name. 

Further  information  regarding  the  device 
advisory  committees  and  list  of  their 
new  names  may  be  foimd  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5030  to  read  as 
follows: 

§  676.5030  Continent  Ileostomy  catheter. 

(a)  Identification.  A  continent 
ileostomy  catheter  is  a  flexible  tubular 
device  used  as  a  form  during  surgery  for 
continent  ileostomy  and  it  provides 
drainage  after  surgery.  Additionally,  the 
device  may  be  inserted  periodically  by 
the  patient  for  routine  care  to  empty  the 
ileal  pouch.  This  generic  type  of  device 
includes  the  rectal  catheter  for  continent 
ileostomy. 
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(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-^  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  niunber  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 19f)0. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-778  Filed  1-22-81;  8.45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-1989] 

Medical  Devices;  Classification  of 
Subrapubic  Urological  Catheters  and 
Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  suprapubic  urological 
catheters,  and  accessories  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  devices  be 
classiHed  into  class  11.  The  elTect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  conunents  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 


Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  suprapubic  urological 
catheters  and  accessories: 

1.  Identification:  A  suprapubic 
urological  catherer  and  accessories  is  a 
tubular  flexible  device  that  is  inserted 
through  the  abdominal  wall  into  the 
urinary  bladder  with  the  aid  of  a  trocar 
and  cannula.  The  device  is  used  to  pass 
fluids  to  and  fi-om  the  urinary  tract.  This 
generic  type  of  device  includes  the 
suprapubic  catheter  and  tube,  malecot 
catheter,  catheter  pimch  instrument, 
suprapubic  drainage  tube,  and  the 
suprapubic  cannula  and  trocar. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
peformance  standard  for  these  devices 
be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  'The  Panel 
recommends  that  the  suprapubic 
urological  catheter  and  accessories  be 
classified  into  class  II  because  the  Panel 
believes  that  the  design,  materials,  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  ^e  device’s  shape,  size, 
rigidity,  surface  finish,  and  strength  are 
appropriate  to  prevent  trauma, 
hemorrhage,  or  perforation.  A 
performance  standard  is  also  needed  to 
ensure  that  the  structural  integrity  of  the 
device  is  adequate  to  prevent  collapse 
of  the  catheter,  blocking  the  drainage  of 
urine,  and  to  enable  proper  cleaning  and 
sterilization  of  the  device  to  prevent 
infection.  The  materials  used  in  the 
device  that  contact  the  body  must  be 
controlled  by  a  performance  standard  to 
ensure  their  biocompatibility  to  prevent 
an  adverse  tissue  reaction.  ‘This  device 
can  be  implanted  into  the  patient  for  an 
extended  period  of  time;  however,  the 
majority  of  the  applications  for  this 
device  are  for  less  than  30  days.  The 
Panel  recommends  that  labeling  indicate 
to  the  user  the  internal  and  external 
diameters  of  the  device. 

The  Panel  believes  that  general 
controls  alone  would  not  provide 
sufficient  control  over  these 
characteristics.  The  Panel  believes  that 


a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
Members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices, 
and  on  the  widespread  successful  use  of 
the  devices  in  the  medical  practice. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation:  The  size, 
shape,  rigidity,  arrangement,  or  finish  on 
parts  of  these  devices  may  cause  tissue 
trauma,  hemorrhage,  or  perforation. 

(b)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  devices  are  not 
biocompatible,  an  adverse  tissue 
reaction  may  result. 

(c)  Failure  of  urine  drainage:  If  the 
device  has  poor  structural  integrity,  the 
catheter  wall  could  collapse,  causing  a 
blockage  that  would  prevent  urine  from 
draining. 

(d)  Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient 

Proposed  ClassificatiiHi 

FDA  agrees  with  the  Panel  , 
recommendation  and  is  proposing  that 
suprapubic  urological  catheters  and 
accessories  be  classified  into  class  11 
(performance  standards).  'The  agency 
believes  that  a  performance  standard  is 
necessary  for  these  devices  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  devices.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
devices.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
these  devices. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668),  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5090,  to  read  as 
follows: 

§  876.5090  Suprapubic  urological  catheter 
and  accessories. 

(a)  Identification.  A  suprapubic 
urological  catheter  and  accessories  is  a 
tubular  flexible  device  that  is  inserted 
through  the  abdominal  wall  into  the 
urinary  bladder  with  the  aid  of  a  trocar 
and  cannula.  The  device  is  used  to  pass 
fluids  to  and  from  the  urinary  tract.  This 
generic  type  of  device  includes  the 
suprapubic  catheter  and  tube,  malecot 
catheter,  catheter  punch  instrument, 
suprapubic  drainage  tube,  and  the 
suprapubic  cannula  and  trocar. 

(b)  Classification.  Class  II 
(performance  standard). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

[FR  Doc.  81-779  Filed  1-22-81;  8:45  am] 

BILLING  CODE  411IM)3-M 


21  CFR  Part  876 

Docket  No.  78N-2006 

Medical  Devices;  Classification  of 
Urological  Catheters  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  urological  catheters  and 
accessories  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  urological 
catheters,  urological  catheter  trays  and 


urological  catheter  stylets  be  classified 
into  class  II  and  that  urological  catheter 
accessories  be  classified  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  and  Plastic  Surgery  Device 
Classification  Panel  that  the  urological 
catheter  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
devices.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  &e  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Adminstration,  Rm.  4-62, 
5600  Fishers  Lane,  Rockville,  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel  and  the  General 
and  Plastic  Surgery  Device 
•  Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  urological  catheters  and 
accessories: 

1.  Identification:  A  urological  catheter 
and  accessories  is  a  tubular,  flexible 
device  that  is  inserted  through  the 
urethra  and  used  to  pass  fluids  to  or 
from  the  urinary  tract.  This  generic  type 
of  device  includes  radiopaque  urological 
catheters,  ureteral  catheters,  urethral 
catheters,  coude  catheters,  balloon 
retention  type  catheters,  straight 
catheters,  upper  urinary  tract  catheters, 
double  lumen  female  urethrographic 
catheters,  disposable  ureteral  catheters, 
male  urethrographic  catheters,  and 
urological  catheter  accessories  including 
urethral  catheter  stylets,  ureteral 
catheter  adapters,  ureteral  catheter 
holders,  ureteral  catheter  stylets. 


ureteral  catheterization  trays  and  the 
gastro-urological  irrigation  tray  (for 
urological  use). 

2.  Recommended  classification:  Class 
II  (performance  standards).  The 
Gastroenterology-Urology  Device 
Classification  Panel  recommends  that 
urological  catheters,  urological 
catheterization  trays,  and  urological 
catheter  stylets  be  classified  into  class 
11.  The  Panel  recommends  that 
establishing  a  performance  standard  for 
urological  catheters  be  a  high  priority, 
and  that  establishment  of  a  performance 
standard  for  urological  catheterization 
trays  and  urological  catheter  stylets  be  a 
medium  priority.  The  General  and 
Plastic  Surgery  Device  Classification 
Panel  recommends  that  urological 
catheters  be  classified  into  class  II  and 
that  establishing  a  performance 
standard  for  this  device  be  a  low 
priority.  The  Gastroenterology-Urology 
Device  Classification  Panel  recommends 
that  urological  catheter  accessories  be 
classified  into  class  I  (general  controls). 
The  Gastroenterology-Urology  Panel 
recommends  that  these  accessories  be 
exempt  from  registration,  device  listing, 
and  premarket  notification  procedures 
under  section  510  of  the  act  (21  U.S.C, 

360),  records  and  reports  requirements 
under  section  519  of  the  act  (21  U.S.C. 

360i),  and  the'good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Gastroenterology- 
Urology  Device  Classification  Panel 
recommends  that  urological  catheters, 
urological  catheterization  trays,  gastro- 
urological  irrigation  trays  (for  urological 
use),  and  urological  catheter  stylets  be 
classified  into  class  II  because  the 
design,  materials,  and  construction  of 
the  devices  must  be  controlled  by  a 
performance  standard  to  ensure  that  the 
shape,  size,  rigidity,  surface  finish,  and 
strength  of  the  devices  are  appropriate 
in  order  to  prevent  trauma,  hemorrhage, 
or  perforation.  The  materials  used  in 
devices  that  contact  the  body  must  be 
controlled  by  a  performance  standard  to 
ensure  their  biocompatibility  to  prevent 
an  adverse  tissue  reaction.  The  design 
and  construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
enable  proper  cleaning  and  sterilization  • 
to  prevent  infection  in  the  patient.  The 
Gastroenterology-Urology  Device 
Classification  Panel  recommends  that 
urological  catheter  accessories  be 
classified  into  class  I  (general  controls) 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  these  devices.  The  Panel 
believes  that  manufacturers  of  these 
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device  accessories  be  exempt  from 
registration  and  device  listing 
requirements,  premarket  notification 
procedures,  records  and  reports 
requirements,  and  the  good 
manufacturing  practice  regulation 
because  these  are  simple  devices  in 
common  use  that  present  only  minimal 
risks  to  health,  and  that  the  quality  of, 
and  any  defects  of,  the  device  are 
readily  apparent  upon  user  examination. 
The  General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that 
urological  catheters  be  classified  into 
class  II  because  the  materials  used  in 
devices  that  contact  the  body  must  meet 
a  biocompatibility  standard  to  prevent 
an  adverse  tissue  reaction,  and  that 
these  devices  should  not  degrade  by 
interaction  with  body  tissue  or  fluids, 
nor  contain  residual  (particulate)  matter. 
The  Panels  believe  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panels  believe  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  devices  and  that 
there  is  sufficient  information  to 
establish  a  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels 
based  their  recommendations  on  the 
Panel  members’  personal  knowledge  of, 
and  clinical  experience  with,  the 
devices. 

5.  Risks  to  health:  (a)  Infection: 

Defects  in  the  design  or  construction  of 
the  devices  preventing  adequate 
cleaning  or  sterilization  or  defects  in 
packaging  or  processing  of  devices  sold 
as  sterile  may  allow  pathogenic 
organisms  to  be  introduced  and  cause 
an  infection  in  the  patient. 

(b)  Trauma,  hemorrhage,  or 
perforation:  Improper  size,  shape, 
rigidity,  aiTangement,  or  finish  on  parts 
of  these  devices  may  cause  tissue 
trauma,  hemorrhage,  or  perforation. 

(c)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  construction  of 
these  devices  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction. 

(d)  Obstruction  to  urine  passage: 
Inadequate  size  of  the  lumen  or  collapse 
or  kinking  of  the  tube  because  of 
inappropriate  design  and  construction 
may  lead  to  obstruction  of  the  passage 
of  urine  through  the  catheter. 

(e)  Tissue  injury:  Failure  of  a  balloon- 
type  catheter  to  deflate  as  necessary 
may  lead  to  tissue  injury. 

Proposed  Classification 

The  agency  agrees  in  part  with  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classffication  Panel  and  agrees  with  the 


recommendation  of  the  General  and 
Plastic  Surgery  Device  Classiflcation 
Panel  and  is  proposing  that  urological 
catheters  and  accessories  be  classified 
into  class  II  (performance  standards). 

The  agency  believes  that  a  performance 
standard  is  necessary  for  these  devices 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  these  devices.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  FDA  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  these  devices. 

The  agency  disagrees  with  the 
Gastroenterology-Urology  Device 
Classification  Panel’s  recommendation 
that  urological  catheter  accessories  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  these 
accessories’  design  characteristics, 
including  their  size,  shape,  rigidity, 
arrangemei;!,  and  finish  must  be 
controlled  to  prevent  tissue  trauma, 
hemorrhage,  or  perforation. 

Furthermore,  the  biocompatibility  of  the 
materials  used  in  the  devices  must  be 
controlled  to  prevent  adverse  tissue 
reactions. 

Because  the  agency  has  determined 
that  urological  catheter  accessories 
should  be  classified  into  class  II  rather 
than  class  I,  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  Panel  recommendation  that 
these  devices  be  exempt  from 
registration  and  listing  requirements  and 
the  premarket  notification  procedures 
under  section  510,  the  records  and 
reports  requirements  under  section  519, 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act. 

FDA  has  reviewed  the 
recommendations  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  and  of  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  for  urological 
catheters  and  accessories  and  has 
concluded  that  the  classification  of 
these  devices  should  be  published  in  the 
part  of  the  Code  of  Federal  Regulations 
for  gastroenterology-urology  devices. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666.  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 


may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  676  in  Subpart  F 
by  adding  new  §  876.5130,  to  read  as 
follows: 

§  876.5130  Urologicat  catheter  and 
accessories. 

(a)  Identification.  A  urological 
catheter  and  accessories  is  a  tubular, 
flexible  device  that  is  inserted  through 
the  urethra  and  used  to  pass  fluids  to  or 
from  the  urinary  tract.  TTiis  generic  type 
of  device  includes  radiopaque  urological 
catheters,  ureteral  catheters,  urethral 
catheters,  coude  catheters,  balloon 
retention  t3q)e  catheters,  straight 
catheters,  upper  urinary  tract  catheters, 
double  lumen  female  urethrographic 
catheters,  disposable  ureteral  catheters, 
male  urethrographic  catheters,  and 
urological  catheter  accessories  including 
uretheral  catheter  stylets,  ureteral 
catheter  ^adapters,  ureteral  catheter 
holders,  ureteral  catheter  stylets, 
ureteral  catheterization  trays  and  the 
gastro-urological  irrigation  tray  (for 
urological  use). 

(b)  Classification.  Glass  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  ■(HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62.  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  foimd  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-780  Filed  1-22-81;  8:45  am] 
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ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  urological  clamps  for  males 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  Gastroenterlogy- 
Urology  Device  Classification  Panel  that 
the  device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACr. 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-775^. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classifcation  of  urological  clamps  for 
males: 

1.  Identification:  A  urological  clamp 
for  males  is  a  device  used  to  close  the 
urethra  of  a  male  to  control  urinary 
incontinence  or  to  hold  anesthetic  or 
radiography  contrast  media  in  the 
urethra  temporarily.  It  is  an  external 
clamp. 

2.  Recommended  classification:  Class 
11  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel 
recommends  that  urological  clamps  for 
males  be  classified  into  class  II  because 
the  materials  used  in  the  devices  that 
contact  the  body  must  be  controlled  by 

performance  standard  to  ensure  their 


biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  design,  materials, 
and  construction  of  the  devices  must  be 
controlled  by  a  performance  standard  to 
ensure  that  the  amount  of  pressure  the 
clamp  exerts  is  not  excessive  and  that 
the  locking  mechanism  is  reliable  to 
avoid  damage  to  the  skin  from  leakage 
of  urine.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Sununary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Pressure 
injuries:  Defects  in  design,  construction, 
or  malfunction  of  the  device  may  lead  to 
pressure  injuries  such  as  pressure  sores, 
nerve  palsies,  venous  stasis,  impaired 
healing,  tissue  necrosis,  or  compression 
of  blood  vessels  that  leads  to  edema. 

(b)  Infection  or  skin  reaction:  If  the 
locking  mechanism  of  the  clamp  fails, 
leakage  of  urine  may  lead  to  infection  or 
skin  reaction. 

(c)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  construction  of  the 
devices  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
urological  clamps  for  males  be  classiHed 
into  class  11  (performance  standards). 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  this  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668),  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 


general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5160,  to  read  as 
follows: 

§  876.5160  Urological  clamp  for  males. 

(a)  Identification.  A  urological  clamp 
for  males  is  a  device  used  to  close  the 
urethra  of  a  male  to  control  urinary 
incontinence  or  to  hold  anesthetic  or 
radiography  contrast  media  in  the 
urethra  temporarily.  It  is  an  external 
clamp. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  81-781  Filed  1-22-81: 8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 
[Docket  No.  78N-2060] 

Medical  Devices;  Classification  of 
Enema  Kits 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  enema  kits  into  class  1 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
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regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FX)A  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm. 

4-62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT*. 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
ClassiHcation  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  enema  kits: 

1.  Identification:  An  enema  kit  is  a 
device  intended  to  instill  water  or  other 
fluids  into  the  colon  through  a  nozzle 
inserted  into  the  rectum  to  promote 
evacuation  of  the  contents  of  the  lower 
colon.  The  device  consists  of  a  container 
for  fluid  connected  to  the  nozzle  either 
directly  or  via  tubing. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  this  device  be  exempt 
from  registration,  device  listing,  and 
premarket  notification  under  section  510 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  360). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  enema  kits  be 
classified  into  class  1  because  the  Panel 
believes  that  any  defects  in  the  device 
are  readily  apparent  and  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  this  device.  The  Panel 
believes  that  manufacturers  of  the 
device  should  not  be  required  to  comply 
with  registration,  device  listing,  and 
premarket  notification  procedures 
because  enema  kits  present  no 
unreasonable  risks  to  health  when  used 
in  the  manner  recommended  and  the 
quality  of  the  de\ice  is  readily  apparent 
to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 


members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
enema  kits  be  classified  into  class  I 
(general  controls).  Although  the  device 
presents  a  risk  of  colon  irritation  if  used 
excessively  or  inappropriately,  the 
agency  be’ieves  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
enema  kits  be  exempt  fi'om  all 
requirements  under  section  510  of  the 
act.  Under  section  510(g)(4),  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  upon  a  finding  that 
compliance  wiUi  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  enema  kits, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  require  manufacturers 
of  this  device  to  register  and  to  list  their 
products  with  FDA,  so  that  the  agency  is 
able  to  identify  the  firms  manufacturing 
this  device  and  conduct  necessary 
inspections.  Premarket  notification  by 
these  manufacturers  assures  that  FDA 
learns  of  new  products,  and  of 
significant  modifications  of  existing 
products,  for  which  premarket  approval 
is  required. 

FDA  is  proposing  that  a  manufacturer 
of  this  device  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  with  respect  to  complaint  files. 
Based  on  available  information  about 
current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  enema  kits  must  still 
be  required  to  comply  with  the 
complaint  file  requirements  to  ensure 
that  these  manufactiu’ers  have  adequate 
systems  for  complaint  investigations 
and  followTip.  The  agency  also  believes 
that  manufacturers  of  enema  kits  must 
still  be  required  to  comply  with  the 
general  requirements  concerning  records 
to  ensure  that  FDA  has  access  to 
complaint  file,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 


determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  22672  and  22673).  This  proposed 
classification  regulation  identifies  each 
device  panel  by  the  former  name. 

Further  information  regarding  the  device 
advisory  committees  and  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1).  ’The 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5210,  to  read  as 
follows: 

§876.5210  Enema  kit 

(a)  Identification.  An  enema  kit  is  a 
device  intended  to  instill  water  or  other 
fluids  into  the  colon  through  a  nozzle 
inserted  into  the  rectum  to  promote 
evacuation  of  the  contents  of  the  lower 
colon.  The  advice  consists  of  a  container 
for  fluid  cormected  to  the  nozzle  either 
directly  or  via  tubing.  This  device  does 
not  include  the  colonic  irrigaticHi  system 
(§  876.5220). 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  fit)m  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198,  with  respect  to  complaint 
files. 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62.  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 
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Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

JFR  Doc.  81-782  Filed  1-22-81;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  876 

[Docket  No.  78N-2011] 

Medical  Devices;  Classification  of 
Colonic  Irrigation  Systems 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  into  class  II  (performance 
standards)  colonic  irrigation  systems 
intended  for  colon  cleansing  when 
medically  indicated,  such  as  before 
radiological  or  endoscopic  examinations 
and  classifying  into  class  III  (premarket 
approval)  colonic  irrigation  systems 
when  intended  for  all  other  uses, 
including  use  routinely  for  general  well 
being.  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device 
intended  for  colon  cleansing  when 
medically  indicated  be  classiHed  into 
class  II  and  that  the  device  be  classified 
into  class  III  when  intended  for  all  other 
uses.  FDA  is  also  publishing  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  that  the  device  be  classified  into 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  tq  all 
devices.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  at  a 
date  to  be  set  in  a  future  regulation. 

Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATcS:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 


the  Hearing  Clerk's  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave.j 
Silver  Spring.  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  colonic  irrigation 
systems: 

1.  Identification;  A  colonic  irrigation 
system  is  a  device  intended  to  instill 
water  into  the  colon  through  a  nozzle 
inserted  into  the  rectum  to  cleanse 
(evacuate)  the  contents  of  the  lower 
colon.  The  system  is  designed  to  allow 
evacuation  of  the  contents  of  the  colon 
during  the  administration  of  the  colonic 
irrigation.  The  device  consists  of  a 
container  for  fluid  connected  to  the 
nozzle  via  tubing  and  includes  a  system 
which  enables  the  pressure, 
temperature,  or  flow  of  water  through 
the  nozzle  to  be  controlled.  The  device 
may  include  a  console-type  toilet  and 
necessary  fittings  to  allow  the  device  to 
be  connected  to  water  and  sewer  pipes. 
The  device  may  use  electrical  powe/  to 
heat  the  water. 

2.  Recommended  classification:  The 
Gastroenterology-Urology  Device 
Classification  Panel  recommends  that 
the  colonic  irrigation  system  intended 
for  colon  cleansing  when  medically 
indicated,  such  as  before  radiological  or 
endoscopic  examinations,  be  classified 
into  class  II  (performance  standards) 
and  that  establishing  a  performance 
standard  for  this  device  be  a  low 
priority.  The  Panel  recommends  that  this 
device,  when  intended  for  other  uses, 
including  use  routinely  for  general  well 
being,  be  classified  into  class  III 
(premarket  approval)  and  that 
premarket  approval  of  this  device  be  a 
low  priority.  The  General  and  Plastic 
Surgery  Device  Classification  Panel 
recommends  that  this  device  be 
classified  into  class  I  (general  controls), 
and  that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation;  On  October  26, 1978, 
the  Gastroenterology-Urology  Device 
Classification  Panel  recommended  that 


colonic  irrigation  systems  be  classified 
into  class  III  because  the  safety  and 
effectiveness  of  this  device'had  not  been 
proven  for  all  of  its  intended  uses. 
Subsequently,  the  Panel  decided  to 
recommend  that  this  device  be  classified 
into  class  II  for  purposes  of  colon 
cleansing  when  medically  indicated, 
such  as  before  radiological  or 
endoscopic  examinations,  and  into  class 
III  when  intended  for  all  other  uses, 
including  use  routinely  for  general  well 
being.  The  Panel  recommends  that 
colonic  irrigation  systems  used  for  colon 
cleansing  when  medically  indicated  be 
classified  into  class  II,  because  the 
water  pressure  and  temperature 
regulating  mechanisms  used  in  this 
device  must  be  controlled  by  a 
performance  standard  to  prevent 
damage  to  the  colon.  The  electrical 
properties  of  this  device  must  be 
controlled  by  a  performance  standard  to 
prevent  electrical  injury  to  the  patient  or 
operator.  The  Panel  noted  that  the  more 
elaborate  devices  do  not  seem  to  be  any 
more  efficacious  than  many  of  the 
simple  systems,  such  as  an  enema  kit 
(§  876.5210).  The  Panel  recommended 
that  this  device  be  labeled  to  show  that 
it  is  safe  and  effective  only  for  colon 
cleansing  when  medically  indicated  and 
cautioned  that  excessive  or 
inappropriate  use  of  the  device  could  be 
irritating  to  the  colon.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  the  water  pressure  and  temperature 
regulating  mechanisms  of  the  device. 

The  Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  solely  for  the 
use  indicated,  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  use  of  the  device.  The 
Panel  recommends  that  colonic 
irrigation  systems  intended  for 
nonmedically  indicated  uses,  including 
use  routinely  for  general  well  being,  be 
classified  into  class  III  because  the 
Panel  believes  that  it  is  not  possible  to 
establish  an  adequate  performance 
standard  for  the  device  because  safe 
and  satisfactory  performance  has  never 
been  demonstrated.  Therefore,  the 
device,  when  intended  for  these 
nonmedically  indicated  uses,  must  be 
subject  to  premarket  approval  to  assure 
that  manufacturers  demonstrate 
satisfactory  performance  of  the  device 
and,  thus,  assure  its  safety  and 
effectiveness.  The  General  and  Plastic 
Surgery  Device  Classification  Panel 
recommends  that  colonic  irrigation 
systems  be  classified  into  class  I 
(general  controls)  because  general 
controls  are  sufficient  to  provide 
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reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
does  not  believe  that  this  device 
requires  performance  standards  to 
control  the  identified  risks  to  health. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device. 

5.  Risks  to  health:  (a)  Tissue  bums: 

The  temperature  regulating  mechanism 
for  the  water  heater  used  in  this  device 
may  allow  overheating  of  the  water 
which  is  delivered  to  the  patient’s  colon, 
resulting  in  tissue  burns. 

(b)  Perforation  of  the  colon;  Excessive 
water  pressure  delivered  by  this  device 
could  result  in  perforation  of  the  wall  of 
the  colon. 

(c)  Colon  irritation:  Excessive  or 
inappropriate  use  of  this  device  may 
result  in  irritation  of  the  colon. 

(d)  Electrical  injury:  Improper  design, 
construction,  or  a  malfunction  of  the 
device  could  result  in  electrical  injury  to 
the  patient  or  operator. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  Gastroenterology-Urology  Device 
Classification  Panel  and  is  proposing 
that  colonic  irrigation  systems  intended 
for  colon  cleansing  when  medically 
indicated,  such  as  before  radiological  or 
endoscopic  examinations,  be  classified 
into  class  II  (performance  standards) 
and  that  the  device  be  classiHed  into 
class  III  (premarket  approval)  when 
intended  for  all  other  uses,  including  use 
routinely  for  general  well  being.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
intended  for  colon  cleansing  when 
medically  indicated  because  general 
controls  alone  are  insufficient  to  control 
the  risks  to  health  presented  by  the 
device.  A  performance  standard  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device 
intended  for  colon  cleansing  when 
medically  indicated.  The  agency  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  use  of  the  device. 

However,  the  agency  believes  that 
premarket  approval  is  necessary  for  this 
device  when  intended  for  other  than 
medically  indicated  occasional  colon 
cleansing,  such  as  for  general  well 
being,  because  it  safety  and 
effectiveness  has  not  been  demonstrated 
for  these  purposes.  The  agency  believes 
that  insufficient  information  exists  to 
determine  that  general  controls  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device 
for  uses  other  than  the  medically 
indicated  uses  described  above,  and 


that  insufficient  information  exists  to 
establish  a  performance  standard  for 
these  other  uses  of  this  device. 

FDA  disagrees  with  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  that  the  colonic  irrigation  system 
be  classified  into  class  1  (general 
controls).  As  described  above,  the 
agency  believes  that  either  a 
performance  standard  or  premarket 
approval  is  necessary  for  this  device, 
depending  upon  its  intended  uses. 

The  agency  has  reviewed  the  Panel’s 
recommendations  for  the  colonic 
irrigation  system  and  has  concluded  that 
the  classification  of  this  device  should 
be  published  in  the  part  of  the  Code  of 
Federal  Regulations  for 
gastroenterology-urology  devices. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22872  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5220,  to  read  as 
follows; 

§  876.5220  Colonic  irrigation  system. 

(a)  Identification.  A  colonic  irrigation 
system  is  a  device  intended  to  instill 
water  into  the  colon  through  a  nozzle 
inserted  into  the  rectum  to  cleanse 
(evacuate)  the  Contents  of  the  lower 
colon.  The  system  is  designed  to  allow 
evacuation  of  the  contents  of  the  colon 
during  the  administration  of  the  colonic 
irrigation.  The  device  consists  of  a 
container  for  fluid  connected  to  the 
nozzle  via  tubing  and  includes  a  system 
which  enables  the  pressure, 
temperature,  or  flow  of  water  through 
the  nozzle  to  be  controlled.  The  device 
may  include  a  console-type  toilet  and 
necessary  fittings  to  allow  the  device  to 
be  connected  to  water  and  sewer  pipes. 
The  device  may  use  electrical  power  to 
heat  the  water.  This  device  does  not 
include  the  enema  kit  (§  876.5210). 


(b)  Classification.  (1)  Class  II 
(performance  standards)  when  the 
device  is  intended  for  colon  cleansing 
when  medically  indicated,  such  as 
before  radiological  or  endoscopic 
examinations. 

(2)  Class  III  (premarket  approval) 
when  the  device  is  intended  for  other 
uses,  including  colon  cleansing  routinely 
for  general  well  being. 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doa  81-783  Hied  1-22-Sl;  8:45  ara| 

BILUNG  CODE  4110-03-41 

21  CFR  Part  876 

[Docket  No.  78N-2010] 

Medical  Devices;  Classification  of 
Urine  Collectors  and  Accessories 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  urine  collectors  and 
accessories  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device, 
Classification  Panel  that  the  devices  be 
classified  iiito  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
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ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk's  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  urine  collectors  and 
accessories: 

1.  IdentiBcation;  A  urine  collector  and 
accessories  is  a  device  used  to  collect 
urine.  The  device  and  accessories 
consist  of  tubing,  a  suitable  receptacle, 
connectors,  mechanical  supports,  and 
may  include  a  means  to  prevent  the 
backflow  of  urine  or  ascent  of  infection. 
This  generic  type  of  device  includes  the 
corrugated  rubber  sheath,  pediatric 
urine  collector,  urinary  drainage 
collection  kit,  closed  urine  drainage 
system,  leg  bag,  urosheath-type 
incontinence  device,  and  paste-on 
device  for  incontinence. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  these  devices 
be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  urine  collectors  and 
accessories  be  classified  into  class  II 
because  the  materials  used  in  the  device 
that  contact  the  body  must  be  controlled 
by  a  performance  standard  to  ensure 
their  biocompatibility  to  prevent  an 
adverse  tissue  reaction.  The  design, 
materials,  and  construction  of  the  device 
must  be  controlled  by  a  performance 
standard  to  ensure  that  the  shape,  size, 
rigidity,  surface  finish  and  strength  of 
the  device  are  appropriate  to  prevent 
trauma  or  hemorrhage  and  to  enable 
proper  cleaning  and  sterilization  of  the 
device  to  prevent  infection  in  the 
patient.  The  Panel  believes  that  general 
controls  alone  would  not  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 


based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices  and 
on  the  widespread  use  of  the  devices  in 
medical  practice. 

5.  Risks  to  health:  (a)  Trauma  or 
hemorrhage:  The  size,  shape,  rigidity, 
arrangement,  or  finish  on  parts  of  the 
devices  may  cause  tissue  trauma  or 
hemorrhage. 

(b)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

(c)  Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
urine  collectors  and  accessories  be 
classified  into  class  11  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
these  devices  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  devices.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  these  devices. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
form.er  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him.  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drug 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5250.  to  read  as 
follows; 

§  876.5250  Urine  collector  and 
accessories. 

(a)  Identification.  A  urine  collector 
and  accessories  is  a  device  used  to 


collect  urine.  The  device  and 
accessories  consist  of  tubing,  a  suitable 
receptacle,  connectors,  mechanical 
supports,  and  may  include  a  means  to 
prevent  the  backflow  of  urine  or  ascent 
of  infection.  This  generic  type  of  device 
includes  the  corrugated  rubber  sheath, 
pediatric  urine  collector,  urinary 
drainage  collection  kit,  closed  urine 
drainage  system,  leg  bag,  urosheath-type 
incontinence  device,  and  paste-on 
device  for  incontinence. 

(b)  Classification.  Class  II 
performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  NID  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-784  Filed  1-22-81;  8:4.5  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-1978] 

Medical  Devices;  Classification  of 
Implanted  Electrical  Urinary 
Continence  Devices 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  implanted  electrical  urinary 
continence  devices  into  class  III 
(Premarket  approval).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  devices  be 
classified  into  class  III.  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  After  considering 
public  comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
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actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Conunents  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  implanted  electrical 
urinary  continence  devices: 

1.  Identification:  An  implanted 
electrical  urinary  continence  device  is  a 
device  intended  for  treatment  of  urinary 
incontinence  that  consists  of  a  receiver 
implanted  in  the  abdomen,  electrodes 
for  pulsed-stimulation  that  are 
implanted  either  in  the  bladder  wall  or 
in  the  pelvic  floor,  and  a  battery- 
powered  transmitter  outside  the  body. 

2.  Recommended  classification:  Class 
III  (Premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
these  devices  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  these  devices  be 
Jassified  into  class  III  because  they  are 
iir.planted  devices  and  the  Panel 
believes  there  is  insufficient  information 
available  to  establish  a  performance 
standard  and  to  show  that  general 
controls  are  sufficient  to  ensure  their 
safety  and  effectiveness.  Therefore,  the 
devices  should  be  subject  to  premarket 
approval  to  ensure  that  manufacturers 
demonstrate  satisfactory  performance 
and  thus  ensure  their  safety  and 
effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  a  review 
of  the  historical  data  concerning 
implanted  electrical  urinary  continence 
devices.  Halverstadt  (Ref.  1)  discussed 
several  unsolved  problems  inherent  in 
the  electrical  stimulation  of  the  bladder. 
These  problems  include  breakage  of 


lead  wires,  the  cumbersome  nature  of 
the  electrodes,  risk  of  perforation  by 
wires  of  the  bladder  cavity,  difficulty  of 
obtaining  uniform  contraction  of  the 
detrusor  muscle,  and  the  spread  of  the 
stimulus  to  neighboring  tissues 
producing  abdominal  pain.  The  Panel 
also  based  its  recommendation  on  the 
experimental  nature  of  these  devices 
and  on  the  lack  of  adequate  medical 
literature  and  experience  supporting 
their  safety  and  effectiveness. 

5.  Risks  to  health:  (a)  Adverse  tissue 
reaction  and  erosion:  Defects  in  the 
design  or  the  construction  of  the  device, 
or  lack  of  biocompatibility  of  the 
materials  used  in  the  device,  may  cause 
an  adverse  tissue  reaction  and  tissue 
erosion  adjacent  to  the  device. 

(b)  Infection:  Defects  in  the  design  or 
contraction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient. 

(c)  Tissue  damage:  Defects  in  the 
electrode  wires  may  lead  to  their 
breakage  and  consequent  tissue 
damage. 

(d)  Abdominal  and  leg  pain:  The 
amount  of  stimulation  by  the  electrodes 
necessary  to  obtain  adequate  bladder 
stimulation  may  lead  to  abdominal  and 
leg  pain. 

(e)  Electrical  injury:  Improper  design, 
construction,  or  a  malfunction  of  the 
device  could  result  in  electrical  injury  to 
the  patient  or  the  operator. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
implanted  electrical  urinary  continence 
devices  be  classified  into  class  III 
(premarket  approval).  FDA  believes  that 
the  device  presents  a  potential 
unreasonable  risk  of  illness  or  injury  to 
the  patient  if  there  are  not  adequate 
data  to  assure  the  safe  and  efiective  use 
of  the  device.  In  addition,  the  device  is 
purported  or  represented  to  be  for  a  use 
(treatment  of  urinary  incontinence)  that 
is  of  substantial  importance  in 
preventing  impairment  of  human  health. 
Furthermore,  the  device  is  an  implant, 
which  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360c(d)) 
requires  to  be  classified  into  class  111 
unless  the  agency  determines  that 
premarket  approval  is  not  necessary  to 
provide  reasonable  assurance  of  a 
device's  safety  and  effectiveness.  In  this 
case,  the  agency  has  determined  that 
premarket  approval  is  necessary  for  the 
device  because  general  controls  and 
performance  standards  are  insufficient 
to  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 


FDA  also  believes  that  there  is 
insufficient  information  to  establish  a 
standard  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

Reference 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  (address  above)  and  may  be 
seen  by  interested  persons  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Halverstadt,  D.  W.  L  Parry, 

“Electronic  Stimulation  of  the  Human 
Bladder  9  Years  Later,"  Journal  of  Urology. 

13.  341:344. 1975. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5270,  to  read  as 
follows: 

§  876.5270  Implanted  electrical  urinary 
continence  device. 

(a)  Identification.  An  implanted 
electrical  urinary  continence  device  is  a 
device  intended  for  treatment  of  urinary 
incontinence  that  consists  of  a  receiver 
implanted  in  the  abdomen,  electrodes 
for  pulsed-stimulation  that  are 
implanted  either  in  the  bladder  wall  or 
in  the  pelvic  floor,  and  a  battery- 
powered  transmitter  outside  the  body, 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-^  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
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comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-785  Ffled  1-22-81.  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 
[Docket  No.  78N-196S] 

Medical  Devices;  Classification  of 
Implanted  Mechanical/Hydraulic 
Urinary  Continence  Devices 
agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  implanted  mechanical/ 
hydraulic  urinary  continence  devices 
into  class  III  (premarket  approval).  FDA 
is  also  publishing  the  recommendation 
of  the  Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  III.  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  After  considering 
public  comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK--420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reconunendatinn 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 


committee,  made  the  following 
recommendation  regarding  the 
classification  of  implanted  mechanical/ 
hydraulic  urinary  continence  devices: 

1.  Identification:  An  implanted 
niechanical/hydraulic  urinary 
continence  device  is  a  device  used  to 
treat  urinary  incontinence  by  the 
application  of  continuous  or  intermittent 
pressure  to  occlude  the  urethra.  The 
device  may  consist  of  implanted  fixed  or 
adjustable  pressure  pads  or  an 
inflatable  cuff  around  the  urethra 
connected  to  a  container  of  radiopaque 
fluid  implanted  in  the  abdomen  and  a 
manual  pump  and  valve  implanted 
under  the  skin  surface.  The  fluid  is 
pumped  from  the  container  to  inflate  the 
cuff  or  pad  to  press  on  the  urethra. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
these  devices  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  these  devices  be 
classified  into  class  III  because  they  are 
implanted  devices.  The  Panel  believes 
that  the  long  term  consequences  of  the 
implantation  of  these  devices  are  not 
well  understood.  There  is  insufficient 
information  available  to  establish  a 
performance  standard  that  would  assure 
their  safety  and  effectiveness.  The  Panel 
believes  that  general  controls  are 
insufficient  to  assure  their  safety  and 
effectiveness.  Therefore,  the  devices 
should  be  subject  to  premarket  approval 
to  assure  that  manufacturers 
demonstrate  satisfactory  performance  of 
the  devices  and  thus  assiue  their  safety 
and  effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  a  review 
of  the  literature  for  this  device  and  on  a 
presentation  given  by  F.  Brantley  Scott 
at  a  Panel  meeting  held  on  September 
26, 1976  (Ref,  1).  Dr.  Scott  described 
safety  features  incorporated  into  one 
type  of  this  device;  the  implanted 
inflatable  cuff  pressure  is  set  below  the 
patient’s  diastolic  blood  pressure  so  that 
the  urethra  underneath  the  cuff 
continues  to  have  an  adequate  blood 
supply.  Also,  before  the  bladder 
pressure  becomes  inordinately  high,  the 
cuff  opens  automatically  allowing 
release  of  urine.  The  most  recent 
published  medical  article  cited  by  the 
Panel  indicates  problems  with  this 
device  may  necessitate  further  surgery 
for  its  correction  or  removal  (Ref.  2). 

5.  Risks  to  health:  (a)  Adverse  tissue 
reaction  and  erosion:  If  the  materials 
used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction  and  tissue 
erosion  adjacent  to  the  device. 


(b)  Leakage  of  urine:  Kinking  of  the 
tube,  insufficient  fluid  volume  in  the 
fluid  container,  or  a  defect  in  the  cuff  or 
pressure  pad  can  result  in  failure  to 
prevent  leakage  or  urine  through  the 
urethra, 

(c)  Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization,  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient. 

(d)  Urinary  tract  infection:  If  the  cuff 
locks  in  the  closed  position  preventing 
emptying  of  the  bladder,  urine  may  back 
up  into  the  ureter  or  kidneys  and  lead  to 
urinary  tract  infections. 

(e)  Additional  surgery:  Defects  in  the 
device  or  malfunction  of  the  device  may 
require  the  patient  to  undergo  additional 
surgery,  with  attendent  risks. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
implanted  mechanical/hydraulic  urinary 
continence  devices  be  classified  into 
class  III  (premarket  approval). 

FDA  believes  that  the  device  presents 
a  potential  unreasonable  risk  of  illness 
or  injury  to  the  patient  if  there  are  not 
adequate  data  to  assure  the  safe  and 
effective  use  of  the  device.  In  addition, 
the  device  is  purported  or  represented  to 
be  for  a  use  (treatment  of  incontinence) 
that  is  of  substantial  importance  in 
preventing  impairment  of  human  health. 
Furthermore,  the  device  is  an  implant, 
which  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  36Qc(d)) 
requires  to  be  classified  into  class  Ill 
unless  the  agency  determines  that 
premarket  approval  is  not  necessarj'  to 
provide  reasonable  assurance  of  a 
device’s  safety  and  effectiveness.  In  this 
case,  the  agency  has  determined  that 
premarket  approval  is  necessary  for  the 
device  because  general  controls  and 
performance  standards  are  insufficient 
to  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
FDA  also  believes  that  there  is 
insufficient  information  to  establish  a 
standard  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

References 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  (address  above)  and  may  be 
seen  by  interested  persons,  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Transcript  of  the  Meeting  of  the 
Gastroenterological  and  Urological  Device 
Classification  Panel,  September  26, 1976.  pp. 
6-17. 
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2.  Furlow,  W  L,  “The  Implantable 
Artificial  Genitourinary  Sphincter  in  the 
Management  of  Total  Urinary  Incontinence," 
Mayo  Clinic  Proceedings,  51:341-345, 1976. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668),  and  May  26, 
1978  (43  FR  22672  and  22673),  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs,  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5280,  to  read  as 
follows: 

§  876.5280  Implanted  mechanical/ 
hydraulic  urinary  continence  device. 

(a)  Identification.  An  implanted 
mechanical/hydraulic  urinary 
continence  device  is  a  device  used  to 
treat  urinary  incontinence  by  the 
application  of  continuous  or  intermittent 
pressure  to  occlude  the  urg thra.  The 
device  may  consist  of  implanted  fixed  or 
adjustable  pressure  pads  or  an 
inflatable  cuff  around  the  urethra 
connected  to  a  container  of  radiopaque 
fluid  implanted  in  the  abdomen  and  a 
manual  pump  and  valve  implanted 
under  the  skin  surface.  The  fluid  is 
pumped  from  the  container  to  inflate  the 
cuff  or  pad  to  press  on  the  urethra. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm,  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to^e  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 


Dated:  December  19. 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  81-786  Filed  1-22-81: 8:45  am] 
BILLING  CODE  4110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-20691 

Medical  Devices;  Classification  of 
Nonimpianied  Eiectrical  Continence 
Devices 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  nonimplanted  electrical 
continence  devices  into  class  III 
(premarket  approval).  FDA  is  also 
publishing  the  recommendation  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel  that  the  device  be 
classified  into  class  III  and  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES:  Comments  by  March  24. 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm. 
4-62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 


SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  nonimplanted  electrical 
continence  devices: 

1.  Identification:  A  nonimplanted 
electrical  continence  device  is  a  device 
that  consists  of  a  pair  of  electrodes  on  a 
plug  or  a  pessary  that  are  connected  by 
an  electrical  cable  to  a  battery-powered 
pulse  source.  The  plug  or  pessary  is 
inserted  into  the  rectum  or  into  the 
vagina  and  used  to  stimulate  the 
muscles  of  the  pelvic  floor  to  maintain 
urinary  or  fecal  continence.  When 
necessary,  the  plug  or  pessary  may  be 
removed  by  the  user. 

2.  Recommended  classification:  The 
Obstetrical  and  Gynecological  Device 
Classification  Panel  recommends  that 
the  nonimplanted  electrical  continence 
device  be  classified  into  class  III 
(premarket  approval).  The  Obstetrical 
and  Gynecological  Device  Classification 
Panel  recommends  that  premarket 
approval  of  this  device  be  a  low  priority. 
The  Gastroenterology-Urology  Device 
Classification  Panel  recommends  that 
the  device  be  classified  into  class  II 
(performance  standards).  The 
Gastroenterology-Urology  Device 
Classification  Panel  recommends  that 
establishing  a  performance  standard  be 
a  low  prioiity. 

3.  Summary  of  reasons  for 
recommendation;  The  Obstetrical  and 
Gynecological  Device  Classification 
Panel  recommends  that  the 
nonimplanted  electrical  continence 
device  be  classified  into  class  III 
because  there  is  a  lack  of  definitive 
medical  data  to  support  the  safety  and 
effectiveness  of  this  device.  The 
Gastroenterology-Urology  Device 
Classification  Panel  recommends  that 
the  nonimplanted  electrical  continence 
device  be  classified  into  class  II  because 
the  design  characteristics,  electrical 
properties,  and  materials  used  in  the 
construction  of  the  device  must  be 
controlled  by  a  performance  standara  to 
ensure  that  the  stimulation  is  as  painless 
as  possible.  The  materials  used  in  the 
device  that  contact  the  body  must  be 
controlled  by  a  performance  standard  to 
ensure  their  biocompatibility  to  prevent 
an  adverse  tissue  reaction.  Also,  the 
electrical  properties  of  the  device  must 
be  controlled  by  a  performance 
standard  to  prevent  electrical  injury  to 
the  patient.  ’The  Panel  believes  that 
general  controls  alone  would  not 
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provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
a  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard.  _ 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The 
Obstetrical  and  Gynecological  Device 
Classification  Panel  based  its 
recommendation  on  its  review  of  the 
medical  literature  which  showed  that 
there  is  a  lack  of  sufficient  data  to 
support  the  safety  and  effectiveness  of 
the  device.  The  Gastroenterology- 
Urology  Device  Classification  Panel 
based  its  recommendation  and  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  a  review  of  the  medical  literature.  In 
one  study  (Ref.  1),  64  patients  were 
selected  for  treatment  of  incontinence 
using  this  generic  type  of  device.  The 
selections  were  based  on  the  results 
obtained  from  cystometrogram  and 
urethral  pressure  profile  investigations. 
The  results  indicated  that  29  of  the  64 
patients  reported  satisfactory 
improvements.  The  report  noted  that 
this  kind  of  electronic  treatment  would 
best  serve  those  patients  requiring  only 
short-term  control  of  incontinence. 

5.  Risks  to  health:  (a)  Excessive  pain: 
The  electrical  pulses  generated  by  this 
device  to  stim^ate  the  pelvic  floor 
muscle's  may  cause  the  patient  to  have 
excessive  pain. 

(b)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  construction  of  the 
device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction. 

(c)  Electrical  injury:  Improper  design, 
construction,  or  a  malfunction  of  the 
device  could  result  in  an  electrical  injury 
to  the  patient. 

(d)  Urinary  retention:  If  the  design  of 
the  device  makes  it  difficult  or 
impossible  for  the  patient  to  remove  the 
device,  it  may  lead  to  urinary  retention. 

Proposed  Classification 

FDA  agrees  with  the 
recommendations  of  the  Obstetrical  and 
Gynecological  Device  Classification 
Panel  is  proposing  that  nonimplanted 
electrical  devices  be  classified  into  class 
III  (premarket  approval).  The  agency  has 
obtained  additional  data  and 
information  describing  the  device. 
Codec,  et  al.,  (Ref.  2)  include  the  results 
of  several  studies  where  the  reported 
effectiveness  of  the  device  ranged  from 
23  percent  to  92  percent,  with  the 
number  of  patients  ranging  from  7 
through  40.  Codec  and  Cass  in  a  later 
study  (Ref.  3)  report  some  improvement 
in  urinary  continence  in  17  out  of  20 


patients.  This  higher  effectiveness  rate 
appears  to  be  related  more  to  careful 
selection  of  the  patients  rather  than  any 
identifiable  characteristics  of  the  device. 

Because  of  the  review  of  the  medical 
literature  that  reveals  both  concern 
about  safety  and  a  possible  lack  of 
effectiveness,  FDA  disagrees  with  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the 
nonimplanted  electrical  continence 
device  be  classified  into  class  II 
(performance  standards). 

FDA  believes  that  the  device  is 
purported  or  represented  to  be  for  a  use 
(treatment  of  urinary  or  fectal 
incontinence)  that  is  of  substantial 
importance  in  preventing  impairment  of 
human  health.  Due  to  the  considerable 
variation  in  the  reported  effectiveness  of 
the  device,  the  agency  believes  that 
premarket  approval  is  necessary  for  the 
device  because  general  controls  or 
performance  standards  are  insufficient 
to  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
FDA  also  believes  that  there  is 
insufficient  information  to  establish  a 
standard  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
has  reviewed  the  recommendations  of 
the  Panels  for  the  nonimplanted 
electrical  continence  device  and  has 
concluded  that  the  classification  of  this 
device  should  be  published  in  the  part  of 
the  Code  of  Federal  Regulations  for 
gastroenterology  and  urology  devices. 

References 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  (address  above)  and  may  be 
seen  by  interested  persons  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 


may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  549-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5320,  to  read  as 
follows: 

§  876.5320  Nonimplanted  electrical 
continence  device. 

(a)  Identification.  A  nonimplanted 
electrical  continence  device  is  a  device 
that  consists  of  a  pair  of  electrodes  on  a 
plug  or  a  pessary  that  are  connected  by 
an  electrical  cable  to  a  battery-powered 
pulse  source.  The  plug  or  pessary  is 
inserted  into  the  rectum  or  into  the 
vagina  and  used  to  stimulate  the 
muscles  of  the  pelvic  floor  to  maintain 
urinary  or  fecal  continence.  When 
necessary,  the  plug  or  pessary  may  be 
removed  by  the  user. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  81-787  Filed  l-2a-81;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-2058] 

Medical  Devices;  Classification  of 
Esophageal  Dilators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  esophageal  dilators  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  Gastroenterology-Urology  Device 
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ClassiHcation  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reconunendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  esophageal  dilators: 

1.  Identification:  An  esophageal 
dilator  is  a  device  that  consists  of  a 
cyclindrical  instrument  that  may  be 
hollow  and  weighted  with  mercury  or  a 
metal  oliveshaped  weight  that  slides  on 
a  guide,  such  as  a  string  or  wire  and  is 
used  to  dilate  a  stricture  of  the 
esophagus.  This  generic  type  of  device 
includes  esophageal  or  gastrointestinal 
bougies  and  the  esophageal  dilator 
(metal  olive). 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be' 
a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  esophageal  dilators  be 
classified  into  class  II  because  the 
design,  materials  and  construction  of  the 
device  must  be  controlled  by  a 
performance  standard  to  ensure  that  the 
size,  shape,  rigidity,  flexibility,  surface 
finish,  and  strength  of  the  device  are 
appropriate  to  prevent  trauma, 
hemorrhage,  or  perforation.  The 
materials  used  in  the  construction  of  the 
device  must  be  controlled  to  ensure  their 


biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  design  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  the  device  can  be  cleaned 
and  sterilized  adequately  to  prevent 
infection.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of.  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  this  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Infection: 

Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient. 

(b)  Trauma,  hemorrhage,  or 
perforation  of  the  esophagus:  Improper 
size,  shape,  rigidity,  arrangement,  or 
finish  on  parts  of  ^s  device  may  cause 
tissue  trauma,  hemorrhage,  or 
perforation  of  the  esophagus. 

(c)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
esophageal  dilators  be  classified  into 
class  II  (performance  standards).  'The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  cigency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
thft  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 


regarding  the  device  advisory 
committees  an  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  372(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5365,  to  read  as 
follows: 

§  876.5365  Esophageal  dilator. 

(a)  Identification.  An  esophageal 
dilator  is  a  device  that  consists  of  a 
cylindrical  instrument  that  may  be 
hollow  and  weighted  with  mercury  or  a 
metal  olive-shaped  weight  that  slides  on 
a  guide,  such  as  a  string  or  wire  and  is 
used  to  dilate  a  strictme  of  the 
esophagus.  This  generic  type  of  device 
includes  esophageal  or  gastrointestinal 
bougies  and  the  esophageal  dilator 
(metal  olive). 

(b)  Classification.  Class  n 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  foimd  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m. 
Monday  through  Friday. 

Dated:  December  19, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  81-788  Filed  1-22-81;  8:45  am] 

BILLING  CODE  4110-03-H 


21  CFR  Part  876 

[Docket  No.  78N-1992] 

Medical  Devices;  Classification  of 
Rectal  Dilators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  rectal  dilators  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
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Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATEON  CONTACr. 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration.  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  rectal  dilators: 

1.  Identification:  A  rectal  dilator  is  a 
device  designed  to  dilate  the  anal 
sphincter  and  canal  when  the  size  of  the 
anal  opening  may  interfere  with  its 
function  or  the  passage  of  an  examining 
instrument. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  rectal  dilators  be 
classified  into  class  II  because  the  Panel 
believes  that  the  design,  materials  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  the  size,  shape,  rigidity, 
flexibility,  surface  finish,  and  strength  of 
this  device  are  appropriate  to  prevent 
trauma,  hemorrhage,  or  perforations. 

The  materials  used  in  the  construction 
of  the  device  must  be  controlled  by  a 
performance  standard  to  ensure  their 
biocompatibility  to  prevent  any  adverse 
tissue  reaction.  The  design  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 


enable  the  proper  cleaning  or 
sterilization  of  the  device  to  prevent 
infection.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  tliese 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice. 

5.  Risks  to  health;  (a)  Trauma, 
hemorrhage,  or  perforatiori:  The  size, 
shape,  rigidity,  and  arrangement,  or 
finish  on  parts  of  this  devices  may  cause 
tissue  trauma,  hemorrhage,  or 
perforation. 

(b)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

(c)  Infection:  Defects  in  the  design  or 
construction  of  the  device  preventing 
adequate  cleaning  or  sterilization  or 
defects  in  packaging  or  processing  of  a 
device  sold  as  sterile,  may  allow 
pathogenic  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient. 

Proposed  Classificatira 

FDA  agrees  with  the  Paiiel 
recommendation  and  is  proposing  that 
rectal  dilators  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
thejdevice.  A  performance  standard  will 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  agency  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information  ^ 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat,  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876,5450,  to  read  as 
follows: 

§  876.5450  Rectal  dilator. 

(a)  Identification.  A  rectal  dilator  is  a 
device  designed  to  dilate  the  anal 
sphincter  and  canal  when  the  size  of  the 
anal  opening  may  interfere  with  its 
function  or  the  passage  of  an  examining 
instrument. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981,  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p  m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  81-789  Filed  1-22-81;  8:45  am] 

BILLING  CODE  4110-03-41 

21  CFR  Part  876 

[Docket  No.  78N-2057] 

Medical  Devices;  Classification  of 
Ureteral  Dilators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ureteral  dilators  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of  . 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
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actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 

FDA  proposes  that  the  hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
ClassiHcation  Panel,  an  FDA  advisory 
committee,  made  the  following  , 
recommendation  regarding  the 
classification  of  ureteral  dilators: 

1.  Identification:  A  ureteral  dilator  is  a 
device  that  consists  of  a  specially 
shaped  catheter  or  bougie  and  is  used  to 
dilate  the  ureter  at  the  place  where  a 
stone  has  become  lodged  or  to  dilate  a 
ureteral  strictiue. 

2.  Recommended  classification:  Class 

'  II  (performance  standards).  The  Panel  • 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  ureteral  dilators  be 
classified  into  class  II  because  the 
design,  materials  and  construction  of  the 
device  must  be  controlled  by  a 
performance  standard  to  ensure  that  the 
size,  shape,  rigidity,  flexibility,  surface 
finish,  and  strength  of  the  device  are 
appropriate  to  prevent  trauma, 
hemorrhage,  or  perforation.  The  design 
and  construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
enable  proper  cleaning  and  sterilization 
of  the  device  to  prevent  infection. 
Materials  used  in  the  device  that  contact 
the  body  must  be  controlled  by  a 
performance  standard  to  ensure  their 
biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 

a  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that 


there  is  sufticient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  this  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Infection: 

Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (b)  Trauma,  hemorrhage,  or 
perforation:  Improper  size,  shape, 
rigidity,  arrangement,  or  Bnish  on  parts 
of  this  device  may  cause  tissue  trauma, 
hemorrhage  or  perforation  of  the  ureter, 
(c)  adverse  tissue  reaction:  If  the 
materials  in  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ureteral  dilators  be  classified  into  class 
II  (performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  216667,  and  21668)  and  May  26. 1978 
(43  FR  22672  and  22673).  This  proposed 
classification  regulation  identifies  each 
device  panel  by  the  former  name. 

Further  information  regarding  the  device 
advisory  committees  and  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Druo.  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5470,  to  read  as 
follows: 


§  876.5470  Ureteral  dHator. 

(a)  Identification:  A  ureteral  dilator  is 
a  device  that  consists  of  a  specially 
shaped  catheter  or  bougie  and  is  used  to 
dilate  the  ureter  at  the  place  where  a 
stone  has  become  lodged  or  to  dilate  a 
ureteral  stricture. 

(b)  Classification.  Class  n 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305).  Food 
and  Drug  Administration,  Rm.  4-^  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A {fairs. 

[FR  Doc.  01-790  FUed  1-22-01: 8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-20591 

Medical  Devices;  Classification  of 
Urethral  Dilators 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  urethral  dilators  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  n  is  to 
pr  jvide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  Ae  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Cleric’s  office)  (HFA-305), 
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Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  urethral  dilators: 

1.  IdentiHcation:  A  urethral  dilator  is  a 
device  that  consists  of  a  slender  hollow 
or  solid  instrument  made  of  metal, 
plastic,  or  other  suitable  material  in  a 
cylindrical  form  and  in  a  range  of  sizes 
and  stiffnesses  and  may  include  a 
mechanism  to  expand  the  portion  of  the 
device  in  the  urethra  and  indicate  the 
degree  of  expansion  on  a  dial.  It  is  used 
to  dilate  the  urethra.  This  generic  type  of 
device  includes  the  mechanical  urethral 
dilator,  urological  bougies,  metal  or 
plastic  urethral  soimd,  urethrometer, 
filiform,  and  filiform  follower. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  urethral  dilators  be 
classified  into  class  II  because  the 
design,  materials,  and  construction  of 
the  device  must  be  controlled  by  a 
performance  standard  to  ensure  that  the 
size,  shape,  rigidity,  flexibility,  surface 
finish,  and  strength  of  the  device  are 
appropriate  to  prevent  trauma, 
hemorrhage,  or  perforation.  The 
calibration  of  the  device  must  be 
controlled  to  prevent  overdilation  of  the 
urethra.  The  design  and  construction  of 
the  device  must  be  controlled  by  a 
performance  standard  to  enable  proper 
cleaning  and  sterilization  of  the  device 
to  prevent  infection.  Materials  used  in 
the  device  that  contact  the  body  must  be 
controlled  by  a  performance  standard  to 
ensure  their  biocompatibility  to  prevent 
an  adverse  tissue  reaction.  The  Panel 
believes  that  general  controls  alone  will 
not  provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that 
a  performance  standard  will  provide  a 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 


there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  this  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Adverse  tissue 
reaction:  If  the  materials  in  the  device 
are  not  biocompatible,  the  patient  may 
have  an  adverse  tissue  reaction,  (b) 
Trauma,  hemorrhage,  or  perforation: 
Improper  size,  shape,  rigidity, 
arrangement,  or  finish  on  parts  of  this 
device  may  cause  tissue  trauma, 
hemorrhage,  or  perforation,  (c) 
Overdilation  of  the  urethra:  The  use  of  a 
mechanical  urethral  dilator  that  is  not 
calibrated  properly  may  cause 
overdilation  of  the  urethra,  (d)  Infection: 
Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  organisms  to  be  introduced 
and  cause  an  infection  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
urethral  dilators  be  classified  into  class 
II  (performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
this  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  'The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 


by  adding  new  §  876.5520,  to  read  as 
follows: 

§  876.5520  Urethral  dilator. 

(a)  Identification.  A  urethral  dilator  is 
a  device  that  consists  of  a  slender 
hollow  or  solid  instrument  made  of 
metal,  plastic,  or  other  suitable  material 
in  a  cylindrical  form  and  in  a  range  of 
sizes  and  stiffnesses  and  may  include  a 
mechanism  to  expand  the  portion  of  the 
device  in  the  urethra  and  indicate  the 
degree  of  expansion  on  a  dial.  It  is  used 
to  dilate  the  urethra.  This  generic  type  of 
device  includes  the  mechanical  urethral 
dilator,  urological  bougies,  metal  or 
plastic  urethral  sound,  urethrometer, 

^  filiform,  and  filiform  follower. 

(b)  Classification,  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in.the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

WiUiam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  81-791  Filed  1-22-81;  845  aroj 

eiU.INC  CODE  4110-03-M 


21  CFR  PART  876 

(Docket  No.  78N-2044] 

Medical  Devices;  Classification  of 
Blood  Access  Devices  and 
Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  into  class  II  (performance 
standards)  nonimplanted  blood  access 
devices  and  accessories  and  classifying 
into  class  III  (premarket  approval) 
implanted  blood  access  devices  and 
accessories.  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  devices  be 
classified' into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
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one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  Ill  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
at  a  date  to  be  set  in  a  future  regulation. 
Each  premarket  approval  application 
would  include  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACr. 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  is  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  blood  access  devices 
and  accessories: 

1.  Identification:  A  blood  access 
device  and  accessories  is  a  device 
intended  to  provide  access  to  a  patient's 
blood  for  hemodialysis  or  substantially 
equivalent  uses.  When  used  for 
hemodialysis,  it  is  part  of  an  artificial 
kidney  system  for  the  treatment  of 
patients  with  renal  failure  or  toxemic 
conditions  and  provides  access  to  a 
patient's  blood  for  hemodialysis.  The 
device  includes  implanted  blood  access 
devices  and  nonimplanted  blood  access 
devices  and  accessories.  Accessories 
common  to  either  type  include  the  shunt 
adaptor,  cannula  clamp,  shunt 
connector,  shunt  stabilizer,  vessel 
dilator,  disconnect  forceps,  shunt  guard, 
crimp  plier,  tube  plier,  crimp  ring,  joint 
ring,  fistula  adaptor,  and  declotting  tray 
(including  contents).  The  implanted  and 
nonimplanted  blood  access  devices  and 
accessories  are  either  coimected  to  a 
system,  such  as  the  hemodialysis  system 
and  accessories  (§  876.5820)  during 


dialysis,  or  are  plugged  or  connected 
together.  This  generic  type  of  device 
includes  various  shunts  and  connectors 
specifically  designed  to  provide  access 
to  blood,  such  as  the  arteriovenous  (A- 
V)  shimt  caimula  and  vessel  tip.  (a)  The 
implanted  blood  access  device  consists 
of  various  flexible  or  rigid  tubes,  which 
are  surgically  implanted  in  appropriate 
blood  vessels,  may  come  through  the 
skin,  and  are  intended  to  remain  in  the 
body  for  30  days  or  more,  (b)  The  non¬ 
implanted  blood  access  device  consists 
of  various  flexible  or  rigid  tubes,  such  as 
catheters,  cannulae  or  hollow  needles, 
which  are  inserted  into  appropriate 
blood  vessels  or  a  vascular  graft 
prosthesis  (§§  870.3450  and  870.3460), 
and  are  intended  to  remain  in  the  body 
for  less  than  30  days.  This  generic  type 
of  device  includes  fistula  needles,  the 
single  needle  dialysis  set  (coaxial  flow 
needle),  and  the  single  needle  dialysis 
set  (alternating  flow,  needle  only). 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  these  devices 
be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  blood  access  devices 
and  accessories  be  classiHed  into  class 
II  because  the  design,  materials,  and 
construction  of  these  devices  must  be 
controlled  by  a  performance  standard  to 
enable  the  proper  cleaning  and 
sterilization  of  these  devices  to  prevent 
infection.  Materials  used  in  the  device 
that  contact  the  patient's  body  and  the 
blood  must  be  controlled  by  a 
performance  standard  to  ensure 
biocompatibility  of  the  materials  to 
prevent  an  adverse  tissue  reaction.  The 
design,  materials,  and  construction  of 
the  device  must  be  controlled  by  a 
performance  standard  to  ensure  that  the 
shape,  size,  rigidity,  flexibility,  surface 
finish,  and  strength  of  the  device  are 
appropriate  to  prevent  trauma, 
hemorrhage,  or  perforation.  The  Panel 
also  noted  that  implanted  blood  access 
devices  that  are  attached  to  the  sides  of 
large  bore  blood  vessels  are  more  liable 
to  serious  complications.  These 
complications  include  infection, 
thrombosis,  ischemia  of  the  limb  distal 
to  the  device  and  massive  hemorrhage. 
The  Panel  recommends  that  implanted 
blood  access  devices  be  attached  to  the 
side  of  large  bore  blood  vessels  only 
when  smaller  blood  vessels  are 
unavailable  for  use. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices. 


and  on  a  presentation  made  by  Dr. 

Khalid  Butt  at  the  July  6, 1976  meeting  of 
the  Panel  (Ref.  1). 

5.  Risks  to  health:  (a)  Infection: 

Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (b)  Trauma,  hemorrhage,  or 
perforation:  Improper  size,  shape, 
rigidity,  arrangement,  or  Bnish  on  parts 
of  these  devices  may  cause  tissue 
trauma,  hemorrhage,  or  perforation,  (c) 
Adverse  tissue  reaction:  If  the  materials 
used  in  the  construction  of  the  device 
are  not  biocompatible,  degrade  by 
interaction  with  body  tissue  or  fluids,  or 
contain  residual  (particulate)  matter,  the 
patient  may  have  an  adverse  tissue 
reaction,  (d)  Massive  hemorrhage: 
Accidental  dislodgment  due  to 
weakening  of  the  attachment  of  the 
device  to  the  blood  vessels  (e.g.,  through 
infection)  or  disconnection  of  the  device 
could  lead  to  massive  hemorrhage. 

Proposed  Classification 

FDA  agrees  in  part  writh  the  Panel 
recommendation  and  is  proposing  that 
nonimplanted  blood  access  devices  and 
accessories  be  classified  into  class  11 
(performance  standards).  Although  the  . 
nonimplanted  device  is  life  supporting 
and  life  sustaining,  the  agency  believes 
that  premarket  approval  is  not 
necessary  because  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  nonimplanted 
device.  The  agency  believes  that  a 
performance  standard  is  necessary 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  nonimplanted  devices. 

FDA  has  reviewed  pertinent  clinical 
literature  on  implanted  and 
nonimplanted  blood  access  devices  and 
accessories  (Refs.  1  through  6).  FDA 
realizes  that  the  nonimplanted  blood 
access  device  is  not  intended  to  be 
implanted  for  30  days  or  more  and 
although  it  is  part  of  a  life-supporting 
and  life-sustaining  system,  this  system  is 
used  to  treat  renal  failure,  which  is  more 
life  threatening  than  the  risks  to  health 
from  use  of  the  device.  Additionally, 
nonimplanted  blood  access  devices  and 
accessories  have  been  used  successfully 
for  two  decades  to  provide  repetitive 
access  to  a  patient's  blood  circulatory 
system  for  hemodialysis.  The  agency 
has  determined  that  the  risks  associated 
with  these  nonimplanted  devices  can  be 
adequately  controlled  by  developing 
standards  for  the  construction  of  and 
materials  used  in  the  device  and  that 
premarket  approval  is  therefore 
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unnecessary.  The  agency  believes  that 
there  is  sufficient  information  to 
establish  performance  standards  for 
these  nonimplanted  devices. 

FDA  disagrees  in  part  with  the  Panel 
recommendation  and  is  proposing  that 
implanted  blood  access  devices  be 
classified  into  class  III  (premarket 
approval).  The  device  is  an  implant 
which  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C,  360c(d)) 
requires  to  be  classified  into  class  III 
unless  the  agency  determines  that 
premarket  approval  is  not  necessary  to 
provide  reasonable  assurance  of  a 
device’s  safety  and  effectiveness.  In  this 
case,  the  agency  has  determined  that 
premarket  approval  is  necessary  for  the 
implanted  device  because  FDA  believes 
that  the  device  presents  a  potential 
unreasonable  risk  of  illness  or  injury  to 
the  patient  if  there  are  not  adequate 
data  to  assure  the  safe  and  effective  use 
of  the  device.  In  addition,  the  implanted 
device  is  part  of  a  life-supporting  and 
life-sustaining  system.  FDA  believes 
that  general  controls  and  performance 
standards  are  insufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  implanted  device. 
FDA  also  believes  that  there  is 
insufficient  information  to  establish  a 
standard  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  implanted  device. 

FDA  agrees  with  the  Panel’s 
cautionary  statement  on  the  use  of 
blood  access  devices  attached  to  the 
sides  of  large  bore  blood  vessels.  Some 
of  the  Problems  with  this  use  are 
discussed  in  Ref.  6.  . 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5540,  to  read  as 
follows: 

§  876.5540  Blood  access  device  and 
accessories. 

(a)  Identification,  A  blood  access 
device  and  accessories  is  a  device 
intended  to  provide  access  to  a  patient’s 
blood  for  hemodialysis  or  substantially 
equivalent  uses.  When  used  for 
hemodialysis,  it  is  part  of  an  artificial 
kidney  system  for  the  treatment  of 
patients  with  renal  failure  or  toxemic 
conditions  and  provides  access  to  a 
patient’s  blood  for  hemodialysis.  The 
device  includes  implanted  blood  access 
devices  and  nonimplanted  blood  access 
devices  and  accessories.  Accessories 
common  to  either  type  include  the  shunt 
adaptor,  cannula  clamp,  shunt 
connector,  shunt  stabilizer,  vessel 
dialator,  disconnect  forceps,  shunt 
guard,  crimp  plier,  tube  plier,  crimp  ring, 
joint  ring,  fistula  adaptor,  and  declotting 
tray  (including  contents).  The  implanted 
and  nonimplanted  blood  access  devices 
and  accessories  are  either  connected  to 
a  system,  such  as  the  hemodialysis 
system  and  accessories  (§  876.5820) 
during  dialysis,  or  are  plugged  or 
connected  together.  This  generic  type  of " 
device  includes  various  shunts  and 
connector  specifically  designed  to 
provide  access  to  blood,  such  as  the 
arteriovenous  (A-V)  shunt  cannula  and 
vessel  tip. 

(1)  The  implanted  blood  access  device 
consists  of  various  flexible  or  rigid 
tubes,  which  are  surgically  implanted  in 
appropriate  blood  vessels,  may  come 
through  the  skin,  and  are  intended  to 
remain  in  the  body  for  30  days  or  more. 


(2)  The  nonimplanted  blood  access 
device  consist  of  various  flexible  or  rigid 
tubes,  such  as  catheters,  cannulae  or 
hollow  needles,  which  are  inserted  into 
appropriate  blood  vessels  or  a  vascular 
graft  prosthesis  (§§  870.3450  and 
870.3460),  and  are  intended  to  remain  in 
the  body  for  less  than  30  days.  'This 
generic  type  of  device  includes  fistula 
needles,  the  single  needle  dialysis  set 
(coaxial  flow  needle),  and  the  single 
needle  dialysis  set  (alternating  flow, 
needle  only). 

(b)  Classification — (1)  Implanted 
blood  access  device  and  accessories. 
Class  III  (premarket  approval). 

(2)  Nonimplanted  blood  access  device 
and  accessories.  Class  II  (performance 
standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
Docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs, 

[FR  Doc.  81-792  Filed  1-22-81;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 
[Docket  No.  78N-20191 

Medical  Devices;  Classification  of 
Sorbent  Regenerated  Dialysate 
Delivery  Systems  for  Hemodialysis 

agency:  Food  and  Drug  Administration, 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  sorbent  regenerated 
dialysate  delivery  systems  for 
hemodialysis  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
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comments,  FDA  will  issue  a  Hnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  coments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk's  office)  {HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  sorbent  regenerated 
dialysate  delivery  systems  for 
hemodialysis; 

1.  Identification:  A  sorbent 
regenerated  dialysate  delivery  system 
fur  hemodialysis  is  a  device  that  is  part 
of  an  artificial  kidney  system  for  the 
treatment  of  patients  with  renal  failure 
or  toxemic  conditions,  and  that  consists 
of  a  sorbent  cartridge  and  the  means  to 
circulate  dialysate  through  this  cartridge 
and  the  dialysate  compartment  of  the 
dialyzer.  The  device  is  used  with  the 
extracorporeal  blood  system  and  the 
dialyzer  of  the  hemodialysis  system  and 
accessories  (§  876.5820).  The  device 
includes  the  means  to  maintain  the 
temperature,  conductivity,  electrolyte 
balance,  flow  rate  and  pressure  of  the 
dialysate,  and  alarms  to  indicate 
abnormal  dialysate  conditions.  The 
sorbent  cartridge  may  include 
adsorbent,  ion  exchange  and  catalytic 
materials. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  sorbent  regenerated 
dialysate  delivery  systems  for 
hemodialysis  be  classifled  into  class  II 
(performance  standards)  because  the 
adsorption  and  ion  exchange  properties 
of  the  cartridge  materials  must  be 


adequately  controlled  by  a  performance 
standard  to  prevent  electrolyte 
imbalance.  'The  design  and  construction 
of  the  device  must  be  controlled  by  a 
performance  standard  to  enable  proper 
cleaning  and  sterilization  to  prevent 
infection.  Also,  materials  used  in  the 
device  that  contact  the  body  must  be 
controlled  by  a  performance  standard  to 
ensure  biocompatibility  of  the  materials 
to  prevent  an  adverse  tissue  reaction. 
When  this  device  is  used  with  other 
devices  as  a  system,  the  combination 
must  be  compatible.  The  Panel  believes 
that  an  electrical  safety  standard  will 
ensure  that  the  electrical  properties  of 
the  deyice  are  controlled  to  prevent 
electrical  injury  to  the  patient  or 
operator.  The  Panel  recommends  that 
the  device  be  labeled  with  the  following 
caution  statement:  If  the  device  is  used 
in  the  dialysis  of  a  patient  with  very 
high  blood  glucose  or  with  a  drug 
intoxication,  the  sorbent  cartridge  may 
become  saturated  with  the  glucose  or 
the  toxic  drug,  interfering  with  further 
removal  of  undesirable  substances  from 
the  blood  of  the  patient.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  these 
characteristics.  Although  the  sorbent 
regenerated  dialysate  delivery  system 
for  hemodialysis  is  part  of  a  life¬ 
supporting  and  life-sustaining  device, 
the  Panel  believes  that  premarket 
approval  is  not  necessary  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  this  device  because 
there  is  sufficient  information  available 
to  establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device. 

5.  Risks  to  health:  (a)  Infection: 
Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (b)  Electrical  injury:  Improper 
design,  construction,  or  a  malfunction  of 
the  device  could  result  in  electrical 
injury  to  the  patient  or  the  operator,  (c) 
Adverse  tissue  reaction:  If  the  materials 
used  in  the  construction  of  the  device 
are  not  biocompatible,  degrade  by 
interaction  with  body  tissue  or  fluids,  or 
contains  residual  (particulate)  matter, 
the  patient  may  have  an  adverse  tissue 
reaction,  (d)  Pyrogenic  reaction  (a 
sudden  fever  with  collapse  and  chills): 
Toxic  substances  may  be  leached  from, 
or  transmitted  by,  the  device.  These 
substances  may  cause  the  patient  to 
have  a  pyrogenic  reaction,  (e) 


Electrolyte  imbalance:  Incorrect 
composition  of  the  dialysate  could  result 
in  electrolyte  imbalance  in  the  patient's 
blood  and  thus  lead  to  cardiac 
disorders,  blood  cell  damage,  or  muscle 
cramps,  (f)  Inadequate  dialysis: 
Malfunction  of  the  device, 
inappropriately  low  membrane 
permeability,  inadequate  blood  flow,  or 
leakage  in  the  dialysate  delivery  system 
may  cause  inadequate  removal  of  toxic 
substances  from  the  patient’s  blood.  If 
the  sorbent  cartridge  becomes  saturated 
with  glucose  or  with  a  toxic  drug,  the 
sorbent  cartridge  may  not  remove  more 
of  the  undesirable  substances  from  the 
patient’s  blood,  (g)  Hemolysis, 
thromboembolic  complications,  or  other 
blood  damage:  The  materials  used  in  the 
construction  of  the  device  or  excessive 
dialysate  temperature  may  result  in 
hemolysis,  thromboembolic 
complications,  or  other  damage  to  the 
patient’s  blood,  (h)  Accumulative  toxic 
effect:  Repeated  exposure  to  substances 
that  may  be  leached  from  materials  that 
contact  the  blood  or  dialysate  may  lead 
to  an  accumulation  of  these  substances 
in  the  patient’s  body,  causing  a  toxic 
effect. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  propoAng  that 
sorbent  regenerated  dialysate  delivery 
systems  for  hemodialysis  be  classiHed 
into  class  U  (performance  standards). 
The  agency  has  reviewed  the  Panel 
recommendation  and  has  obtained 
additional  data  and  information 
describing  the  use  of  the  sorbent 
regenerated  dialysate  delivery  system 
for  hemodialysis.  A  recent  paper  (Ref.  1) 
describes  the  use  of  the  device.  Since 
1973  it  has  been  used  by  as  many  as 
1,500  patients,  some  of  whom  have  been 
dialyzed  with  the  device  for  as  long  as  5 
years.  The  paper  includes  32  references 
concerning  the  use  of  this  device. 

FDA  realizes  that  this  generic  type  of 
device  is  a  part  of  a  device  that  is  both 
life-sustaining  and  life-supporting  when 
used  in  conjunction  with  hemodialysis; 
however,  the  device  is  used  to  treat 
renal  failure,  which  is  more  life 
threatening  than  the  risks  to  health  from 
use  of  the  device.  Additionally,  the 
*  device  has  been  used  successfully  for 
over  10  years  to  regenerate  dialysate  for 
hemodialysis.  The  agency  has 
determined  that  the  risks  associated 
with  these  devices  can  be  adequately 
controlled  by  developing  standards  for 
the  construction  of  and  materials  used 
in  the  device  and  that  premarket 
approval  is  therefore  unnecessary.  The 
agency  believes  that  there  is  sufficient 
information  to  establish  performance 
standards  for  these  devices. 
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Reference 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  (address  above)  and  may  be 
seen  by  interested  persons  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Blumenkrantz,  M. et  al.,  “Applications 
of  the  Redy®  Sorbent  System  to 
Hemodialysis  and  Peritoneal  Dialysis,” 
Artificial  Organs,  3(3):  230-236, 1979. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5600,  to  read  as 
follows: 

§  876.5600  Sorbent  regenerated  diaiysate 
delivery  system  for  hemodialysis. 

(a)  Identification,  A  sorbent 
regenerated  diaiysate  delivery  system 
for  hemodialysis  is  a  device  that  is  part 
of  an  artificial  kidney  system  for  the 
treatment  of  patients  with  renal  failure 
or  toxemic  conditions,  and  that  consists 
of  a  sorbent  cartridge  and  the  means  to 
circulate  diaiysate  through  this  cartridge 
and  the  diaiysate  compartment  of  the 
dialyzer.  The  device  is  used  with  the 
extracorporeal  blood  system  and  the 
dialyzer  of  the  hemodialysis  system  and 
accessories  (S  876.5820).  The  device 
includes  the  means  to  maintain  the 
temperature,  conductivity,  electrolyte 
balance,  flow  rate  and  pressure  of  the 
diaiysate,  and  alarms  to  indicate 
abnormal  diaiysate  conditions.  The 
sorbent  cartridge  may  include 
adsorbent,  ion  exchange  and  catalytic 
materials. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk's  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 


written  comments  regarding  this 
proposal.  Fom  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  81-793  Filed  l-22-«:  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 
[Docket  No.  78N-2051] 

Medical  Devices;  Classification  of 
Peritoneal  Dialysis  Systems  and 
Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  peritoneal  dialysis  systems 
and  accessories  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  e^ectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  imder  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 


background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  peritoneal  dialysis 
systems  and  accessories: 

1.  Identification:  (a)  A  peritoneal 
dialysis  system  and  accessories  is  a 
device  that  is  used  as  an  artificial 
kidney  system  for  the  treatment  of 
patients  with  renal  failure  or  toxemic 
conditions  and  that  consists  of  a 
peritoneal  access  device,  an 
administration  set  for  peritoneal 
dialysis,  a  source  of  diaiysate,  and,  in 
some  cases,  a  water  purification 
mechanism.  After  the  diaiysate  is 
instilled  into  the  peritoneal  cavity,  it  is 
allowed  to  dwell  there  so  that 
undesirable  substances  from  the 
patient’s  blood  pass  through  the  lining 
membrane  of  the  peritoneal  cavity  into 
this  diaiysate.  These  substances  are 
then  removed  when  the  diaiysate  is 
drained  from  the  patient.  The  peritoneal 
dialysis  system  may  regulate  and 
monitor  the  diaiysate  temperature, 
volume,  and  delivery  rate  together  with 
the  time  coiu'se  of  each  cycle  of  filling, 
dwell  time,  and  draining  of  the 
peritoneal  cavity  or  manual  controls 
may  be  used.  This  generic  device 
includes  the  semiautomatic  and  the 
automatic  peritoneal  delivery  system. 

(b)  The  peritoneal  access  device  is  a 
flexible  tube  that  is  implanted  through 
the  abdominal  wall  into  the  peritoneal 
cavity  and  that  may  have  attached  cuffs 
to  provide  anchoring  and  a  skin  seaL 
The  device  is  either  a  single  use 
peritoneal  catheter,  intended  to  remain 
in  the  peritoneal  cavity  for  less  than  30 
days,  or  a  long  term  peritoneal  catheter. 
Accessories  include  stylets  and  trocars 
to  aid  in  the  insertion  of  the  catheter 
and  an  obturator  to  maintain  the 
patency  of  the  surgical  fistula  in  the 
abdominal  wall  between  treatments,  (c) 
The  disposable  administration  set  for 
peritoneal  dialysis  consists  of  tubing,  an 
optional  reservior  bag,  and  appropriate 
connectors.  It  may  include  a  peritoneal 
diaiysate  filter  to  trap  and  remove 
contaminating  particles,  (d)  The  source 
of  diaiysate  may  be  sterile  prepackaged 
diaiysate  (for  semiautomatic  peritoneal 
diaiysate  delivery  systems  or  “cycler 
systems”)  or  diaiysate  prepared  from 
diaiysate  concentrate  and  sterile 
purified  water  (for  automatic  peritoneal 
diaiysate  delivery  systems  or  “reverse 
osmosis”  systems). 

2.  Recommended  classification:  Class 
11  (performance  standards).  The  Panel 
recommends  that  establishing  a 
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performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  peritoneal  dialysis 
systems  and  accessories  be  classified 
into  class  U  because  the  materials  used 
in  the  device  that  contact  the  body  must 
be  controlled  by  a  performance 
standard  to  ensure  their 
biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  design  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
enable  proper  cleaning  and  sterilization 
to  prevent  infection,  to  ensure  that  the 
catheter  does  not  move  and  cause  bowel 
injury,  and  to  ensure  that  the  skin  seals 
prevent  the  introduction  of 
microorganisms  leading  to  the 
peritonitis.  The  design  of  the  device 
must  be  controlled  by  a  performance 
standard  to  ensure  that  the  device 
dispenses  and  drains  the  proper  volume 
of  sterile  peritoneal  dialysate  at  the 
correct  times,  achieves  adequate 
dialysis,  and  does  not  overfill  the 
peritoneal  cavity.  The  electrical 
properties  of  the  device  must  also  be 
controlled  to  prevent  electrical  injury  to 
the  patient  or  operator.  The  design, 
materials,  and  construction  of  the  device 
must  be  controlled  by  a  performance 
standard  to  ensure  that  the  shape,  size, 
rigidity,  flexibility,  surface  finish,  and 
strength  of  the  device  are  appropriate  to 
prevent  trauma,  hemorrhage,  or 
perforation.  The  tubing  and  the  integrity 
of  the  tubing  connector  of  the 
administration  set  must  be  controlled  by 
a  performance  standard  to  prevent 
inadequate  dialysis  due  to  separation  of 
the  connector  with  loss  of  dialysate,  or 
blockage  of  the  tubing  with  retention  of 
the  dialysate  in  the  peritoneal  cavity. 
The  physical  integrity  of  the  filter  must 
be  controlled  by  a  performance 
standard  to  prevent  contaminants  from 
entering  the  patient's  body  leading  to 
peritonitis,  and  the  materials  used  in  the 
construction  of  the  administration  set 
must  be  controlled  by  a  performance 
standard  to  ensure  that  toxic  substances 
are  not  leached  into  the  dialysate  with 
an  adverse  effect  on  the  patient.  The 
dialysate  proportioning  capability  of  the 
device  must  be  controlled  by  a 
performance  standard  to  prevent 
electrolyte  imbalance.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  Although  this 
device  is  life-sustaining  and  life- 
supporting,  and  the  long  term  peritoneal 
catheter  is  implanted,  the  Panel  believes 
that  premarket  approval  is  not 
necessary  to  provide  reasonable 
assurance  of  the  safety  and 


effectiveness  of  the  device.  The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
information  available  to  establish  a 
performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  reconunendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Infection: 

Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (b)  Electrical  injury:  Improper 
design,  construction,  or  a  malfunction  of 
the  device  could  result  in  electrical 
injury  to  the  patient  or  the  operator,  (c) 
Adverse  Jtissue  reaction:  If  the  materials 
used  in  the  construction  of  these  devices 
are  not  biocompatible,  degrade  by 
interaction  with  body  tissue  or  fluids,  or 
contain  residual  (particulate]  matter,  the 
patient  may  have  an  adverse  tissue 
reaction,  (d)  Trauma,  hemorrhage,  or 
perforation:  Improper  size,  shape, 
rigidity,  arrangement,  or  finish  on  parts 
of  these  devices  may  cause  tissue 
trauma,  hemorrhage,  or  perforation,  (e) 
Electrolyte  imbalance:  Incorrect 
composition  of  the  dialysate  could  result 
in  electrolyte  imbalance  in  the  patient’s 
blood  and  thus  lead  to  cardiac 
disorders,  blood  cell  damage,  or  muscle 
cramps,  (f)  Pain  and  abdominal 
distention:  Malfunction  of  the  control 
mechanism,  or  obstruction  of  the 
outflow  tubing,  may  cause  overfilling 
with,  or  retention  of,  dialysate  leading  to 
pain  and  abdominal  distention. 
Overfilling  can  cause  increased 
abdominal  pressure  that  may  decrease 
the  venous  blood  returned  to  the  heart, 
leading  to  possible  shock  or  death,  (g) 
Peritonitis:  The  introduction  of 
pathogenic  micro-organisms  due  to 
improper  design  of  the  catheter  and  skin 
seal,  or  due  to  defects  in  the  filter,  may 
lead  to  peritonitis,  (h)  Accumulative 
toxic  effect:  Repeated  exposure  to  toxic 
substances  which  may  be  leached  from 
materials  which  contact  the  dialysate 
may  lead  to  an  accumulation  of  these 
substances  in  the  patient’s  body  and 
cause  a  toxic  effect,  (i)  Inadequate 
peritoneal  dialysis:  Separation  or 
malfunction  of  the  connectors  or  tubing 
of  the  dialysis  catheter  may  cause 
leakage  of  dialysate  and  inadequate 
peritoneal  dialysis. 


Proposed  Classification 

The  agency  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
peritoneal  dialysis  systems  and 
accessories  be  classified  into  class  II 
(performance  standards).  FDA  realizes 
that  this  generic  type  of  device  is  a  part 
of  a  device  that  is  both  life-sustaining 
and  life-supporting  when  used  in 
conjunction  with  hemodialysis; 
however,  the  device  is  used  to  treat 
renal  failure,  which  is  more  life 
threatening  than  the  risks  to  health  from 
due  of  the  device.  Additionally,  the 
device  has  been  used  successfully  for  a 
long  period  of  time.  The  agency  has 
determined  that  the  risks  associated 
with  these  devices  can  be  adequately 
controlled  by  developing  standards  for 
the  construction  of,  and  materials  used 
in,  the  device  and  that  premarket 
approval  is  therefore  imnecessary.  The 
agency  believes  that  there  is  sufficient 
information  to  establish  performance 
standards  for  these  devices.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device. 

The  agency  has  reviewed  the  medical 
literature  and  found  that  the  peritoneal 
dialysis  system  and  accessories, 
including  the  long  term  peritoneal 
dialysis  catheters,  have  been  used  in  the 
treatment  of  acute  renal  failure.  Rae 
(Ref.  1)  cited  the  safety  and  efficacy  of 
this  treatment  and  states  that  the  long 
term  peritoneal  dialysis  is  probably  the 
most  universally  used  peritoneal  access 
device  for  acute  renal  failure. 

Oreopoulus  (Ref.  2)  and  Vaamonde  (Ref. 

3]  reviewed  the  safety  and  efficacy  of 
tUs  treatment,  citing  hemorrhage,  bowel 
perforation,  peritonitis,  fluid  and 
electrolyte  abnormalities,  and  seizure  as 
complications  that  may  occur  but  that 
can  be  controlled  by  proper  training  of 
both  patients  and  attending  personnel. 
Tenchkoff  (Ref.  4)  cited  the  safety  and 
efficacy  of  this  treatment  suggesting  that 
20  to  25  percent  of  patients  in  need  of  / 
dialysis  should  receive  peritoneal 
dialysis  as  the  treatment.  Oreopoulus 
(Ref.  2)  reports  that  the  long  term 
peritoneal  dialysis  catheter  has  made 
repetitive  peritoneal  dialysis  possible. 

The  average  duration  of  implantation  is 
1  year,  including  reports  of  the  same 
catheter  functioning  in  use  for  7  years. 

References 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  54^-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5630,  to  read  as 
follows: 

§  876.5630  Peritoneal  dialysis  system  and 
accessories. 

(a)  Identification.  (1)  A  peritoneal 
dialysis  system  and  accessories  is  a 
device  that  is  used  as  an  artificial 
kidney  system  for  the  treatment  of 
patients  with  renal  failure  or  toxemic 
conditions  and  that  consists  of  a 
peritoneal  access  device,  an 
administration  set  for  peritoneal 
dialysis,  a  source  of  dialysate,  and,  in 
some  cases,  a  water  purification 
mechanism.  After  the  dialysate  is 
instilled  into  the  peritoneal  cavity,  it  is 
allowed  to  dwell  there  so  that 
undesirable  substances  from  the 
patient’s  blood  pass  through  the  lining 
membrane  of  the  peritoneal  cavity  into 
this  dialysate.  These  substances  are 
then  removed  when  the  dialysate  is 
drained  from  the  patient.  The  peritoneal 
dialysis  system  may  regulate  and 
monitor  the  dialysate  temperature, 
volume,  and  delivery  rate  together  with 
the  time  course  of  each  cycle  of  filling, 
dwell  time,  and  draining  of  the 
peritoneal  cavity  or  manual  controls 
may  be  used.  This  generic  device 
includes  the  semiautomatic  and  the 
automatic  peritoneal  delivery  system. 


(2)  The  peritoneal  access  device  is  a 
flexible  tube  that  is  implanted  through 
the  abdominal  wall  into  the  peritoneal 
cavity  and  that  may  have  attached  cuffs 
to  provide  anchoring  and  a  skin  seal. 

The  device  is  either  a  single  use 
peritoneal  catheter,  intended  to  remain 
in  the  peritoneal  cavity  for  less  than  30 
days,  or  a  long  term  peritoneal  catheter. 
Accessories  include  stylets  and  trocars 
to  aid  in  the  insertion  of  the  catheter 
and  an  obturator  to  maintain  the 
patency  of  the  siu^cal  fistula  in  the 
abdominal  wall  between  treatments. 

(3)  The  disposable  administration  set 
for  peritoneal  dialysis  consists  of  tubing, 
an  optional  reservoir  bag,  and 
appropriate  connectors.  It  may  include  a 
peritoneal  ^alysate  filter  to  bap  and 
remove  coiitaiminating  particles. 

(4)  The  source  of  dialysate  may  be 
sterile  prepackaged  dialysate  (for 
semiautomatic  peritoneal  dialysate 
delivery  systems  or  “cycler  systems")  or 
dialysate  prepeired  from  dialysate 
concentrate  and  sterile  purified  water 
(for  automatic  peritoneal  dialysate 
delivery  systems  or  “reverse  osmosis” 
systems). 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  doexunent.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  81-794  Filed  1-22-81;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  876 
[Docket  No.  78N-2047] 

Medical  Devices;  Classification  of 
Water  Purification  Systems  for 
Hemodialysis 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  water  purification  systems 


for  hemodialysis  into  class  II 
(performance  standards),  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  B.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  coments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  water  purification 
systems  for  hemodialysis: 

1.  Identification:  A  water  purification 
system  for  hemodialysis  is  a  device  that 
is  intended  for  use  with  a  hemodialysis 
system  and  that  is  intended  to  remove 
organic  and  inorganic  substances  and 
bacteria  from  water  used  to  dilute 
dialysate  concentiate  to  form  dialysate. 
This  generic  type  of  device  may  include 
a  water  softener,  sediment  filter,  carbon 
filter,  reverse  osmosis  system,  deionizer, 
and  water  distillation  system. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  , 
recommends  that  water  purification 
systems  for  hemodialysis  be  classified 
into  class  II  because  the  design, 
materials,  and  construction  of  the  device 
must  be  controlled  by  a  performance 
standard  to  ensure  that  the  device 
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delivers  adequately  purified  water  to 
prevent  toxic  reactions  in  the  patient 
The  design  and  construction  of  the 
device  must  be  controlled  by  a 
performance  standard  to  enable  proper 
cleaning  and  sterilization  of  the  device 
to  prevent  infection.  The  Panel  believes 
that  general  controls  alone  would  not 
provide  sufficient  control  over  this 
characteristic.  Although  the  water 
purification  system  for  hemodialysis  is 
part  of  both  a  life-sustaining  and  a  life¬ 
supporting  device,  the  Panel  believes 
that  premarket  approval  is  not 
necessary  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  this  device  because 
there  is  sufficient  information  available 
to  establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice  and  on  presentations 
made  to  the  Panel  meeting  on  April  11, 
1980  (Ref.  1). 

5.  Risks  to  health:  (a)  Toxic  reactions: 
Defects  in  design  or  construction  of  the 
device  or  a  malfunction  of  the  device 
may  result  in  failure  to  purify  the  water 
to  be  mixed  with  the  dialysate 
concentrate  and  lead  to  toxic  reactions 
in  a  patient,  (b)  Pyrogenic  reaction  (a 
sudden  fever  with  collapse  and  chills): 
Toxic  substances  may  leached  fi'om, 
or  transmitted  by,  the  device.  These 
toxic  substances  may  cause  the  patient 
to  have  a  pyrogenic  reaction. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
water  purification  systems  for 
hemodialysis  be  classified  into  class  II 
(performance  standards).  These  systems 
were  considered  in  an  FDA  contract 
report  (Ref.  2).  FDA  realizes  that  this 
generic  type  of  device  is  a  part  of  a 
device  that  is  both  life-sustaining  and 
life-supporting  when  used  in  conjunction 
with  hemodialysis;  however,  the  device 
is  used  to  treat  renal  failure,  which  is 
more  life  threatening  than  the  risks  to 
health  from  use  of  the  device. 
Additionally,  the  device  has  been  used 
successfully  for  a  period  of  time  in 
hemodialysis.  The  agency  has 
determined  that  the  risks  associated 
with  these  devices  can  be  adequately 
controlled  by  developing  standards  for 
the  construction  of  and  materials  used 
in  the  device  and  that  premarket 
approval  is  therefore  unnecessary.  The 
agency  believes  that  there  is  sufficient 
information  to  establish  performance 
standards  for  these  devices.  The  agency 
believes  that  a  performance  standard  is 


necessary  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device. 

References 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  (address  above)  and  may  be 
seen  by  interested  persons  fiom  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Transcript  of  the  Gastroenterology  and 
Urology  Device  Classification  Panel  Kteeting, 
April  11, 1980,  pp.  6-41. 

2.  Contract  Report,  Investigation  of  the 
Risks  and  Hazards  Associated  with 
Hemodialysis  Devices,  FDA  Bureau  of 
Medical  Devices  Contract  No.  223-78-5046, 
1980. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structiuo.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  foimd  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Re^ster. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  54D-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5665,  to  read  as 
follows: 

§  876.5665  Water  purification  ayatem  for 
hemodiaiysia. 

(a)  Identification.  A  water  purification 
system  for  hemodialysis  is  a  device  that 
is  intended  for  use  with  a  hemodialysis 
system  and  that  is  intended  to  remove 
organic  and  inorganic  substances  and 
bacteria  from  water  used  to  dilute 
dialysate  concentrate  to  form  dialysate. 
This  generic  type  of  device  may  include 
a  water  softener,  sediment  filter,  carbon 
filter,  and  water  distillation  system. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk's  office)  (HFA-305).  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane  Rockville,  MD  20857, 
written  comments  regcuding  this 
proposal  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 


Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document  Received 
comments  may  be  seen  in  the  office 
above  between  9  a jn.  and  4  p.m., 

Monday  through  Friday. 

Dated:  December  19, 1980. 

WUfiamF.  Randolpii, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

[FR  Doc.  81-795  Fded  1-22-81;  845  am] 

BILUNO  COOE 

21  CFR  Part  876 

(Docket  Na  78N-20141 

Medical  Devices;  Classification  of 
Hemodialysis  Systems  and 
Accessories 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  Hie  Food  cmd  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
classifying  hemodialysis  systems  into 
class  n  (performance  standards).  The 
proposed  regulation  would  also  classify 
certain  accessories  of  these  device 
systems  into  class  II  and  other 
accessories  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  devices  be 
classified  into  class  II  and  that  certain 
accessories  of  the  devices  be  classified 
into  class  I.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  its  date  of  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Cleric’s  office)  (HFA-305). 
Food  and  Drug  Administration.  Rm.  4- 
62,  5600  Fishers  Lane,  Rocdcville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel  Bureau  of  Medical 
Devices  (HFK-420).  Food  and  Drug 
Administraticui,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 
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SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation' 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  hemodialysis  systems 
and  accessories: 

1.  Identification:  A  hemodialysis 
system  and  accessories  is  a  device  that 
is  used  as  an  artificial  kidney  system  for 
the  treatment  of  patients  with  renal 
failure  or  toxemic  conditions  and  that 
consists  of  an  extracorporeal  blood 
system,  a  conventional  dialyzer,  a 
dialysate  delivery  system,  and 
accessories.  Blood  from  a  patient  flows 
through  the  tubing  of  the  extracorporeal 
blood  system  to  the  blood  compartment 
of  the  dialyzer,  then  returns  through 
further  tubing  of  the  extracorporeal 
blood  system  to  the  patient.  The 
dialyzer  has  two  compartments  that  are 
separated  by  a  semipermeable 
membrane.  While  the  blood  is  in  the 
blood  compartment,  imdesirable 
substances  in  the  blood  pass  through  the 
semipermeable  membrane  into  the 
dialysate  in  the  dialysate  compartment. 
The  dialysate  delivery  system  controls 
and  monitors  the  dialysate  circulating 
through  the  dialysate  compartment  of 
the  dialyzer.  (a)  The  extracorporeal 
blood  system  consists  of  tubing,  pumps, 
pressure  monitors,  air  foam  or  bubble 
detectors,  and  alarms  to  keep  blood 
moving  safely  from  the  blood  access 
device  and  accessories  for  hemodialysis 
(§  876.5540]  to  the  blood  compartment  of 
the  dialyzer  emd  back  to  the  patient  (b) 
The  conventional  dialyzer  allows  a 
transfer  of  water  and  solutes  between 
the  blood  and  the  dialysate  through  the 
semipermeable  membrane.  The 
semipermeable  membrane  of  the 
conventional  dialyzer  has  a  sufficiently 
low  permeability  to  water  that  an 
ultrafiltration  controller  is  not  required 
to  prevent  excessive  loss  of  water  from 
the  patient's  blood.  This  conventional 
dialyzer  does  not  include  hemodialyzers 
with  disposable  inserts  (Kill  type] 

(§  876.5830)  or  dialyzers  of  high 
permeability  f§  876.5860).  (c)  The 
dialysate  delivery  system  consists  of 
mechanisms  that  monitor  and  control 
the  temperature,  conductivity,  flow  rate, 
and  pressure  of  the  dialysate  and 
circulates  dialysate  through  the 
dialysate  compartment  of  the  dialyzer. 
The  dialysate  delivery  system  includes 
alarms  to  indicate  abnormal  dialysate 
conditions.  This  dialysate  delivery 
system  does  not  include  the  sorbent 


regenerated  dialysate  delivery  system 
for  hemodialysis  (§  876.5600],  the 
dialysate  delivery  system  of  the 
peritoneal  dialysis  system  and 
accessories  (§  876.5630],  or  the 
controlled  dialysate  delivery  system  of 
the  high  permeability  hemodialysis 
system  (§  876.5860).  (d)  Accessories  to 
the  hemodialysis  system  include  the 
unpowered  dialysis  chair  without  a 
scale,  the  powered  dialysis  chair 
without  a  scale,  the  dialyzer  holder  set, 
dialysis  tie  gim  and  ties,  and 
hemodialysis  start/ stop  tray. 

The  Panel  previously  identified  this 
generic  type  of  device  or  its  parts  as  the 
dialysis  transducer  protector,  blood 
tubing  set  with  or  without 
antiregurgitation  valve,  dialysis  blood 
filter,  Y  adapter,  infusion  T  blood  tubing 
connector,  extraluminal  blood  pump, 
blood  pump  insert,  blood  level  detector, 
automatic  blood  tubing  clamp,  line 
clamp,  air  or  foam  detector,  air  bubble 
detector,  pillow  pressure  alarm,  single¬ 
needle  dialysis  set  (alternating  flow, 
controller,  and  tubing  only],  hollow  fiber 
capillary  flow  dialyzer,  parallel  flow 
dialyzer,  single  coil  dialyzer,  twin  coil 
dialyzer,  central  multiple  patient 
dialysate  delivery  system,  recirculating 
dialysate  delivery  system,  recirculating 
single-pass  dialysate  delivery  system, 
single  patient  dialysate  delivery  system, 
negative  pressure  type  dialysis  control 
system,  dialysate  proportioning 
subsystem,  water  manometer,  holding 
tank,  blood  leak  detector,  dialysate 
tubing  connector,  coil  cannister,  remote 
type  conductivity  meter,  dialysate 
standard  conductivity  test  solution, 
dialysate  level  detector,  dialysate 
flowmeter,  dialysate  tubing,  nonremote 
conductivity  meter,  dialysis  temperature 
monitor,  and  single-pass  dialysate 
delivery  system. 

2.  Recommended  classification:  Class 
II  (performance  standards],  except  for 
certain  accessories  (unpowered  dialysis 
chairs,  hemodialysis  start/stop  trays, 
dialyzer  holder  sets,  and  dialysis  tie 
guns  and  ties]  that  the  Panel 
recommends  be  classified  into  class  I. 
The  Panel  recommends  that  establishing 
a  performance  standard  for  this  generic 
type  of  device  be  a  high  priority.  The 
Panel  recommends  that  establishing  a 
performance  standard  for  powered 
dialysis  chairs  be  a  medium  priority. 

The  Panel  recommends  that  unpowered 
dialysis  chairs,  hemodialysis  start/stop 
trays,  dialyzer  holder  sets,  and  dialysis 
tie  guns  and  ties  be  exempt  from 
registration  and  device  listing 
requirements  and  premarket  notification 
procedures  under  section  510  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360]  "and  from  records  and 


reports  requirements  under  section  519 
of  the  act  (21  U.S.C.  360i].  The  Panel  also 
recommends  that  hemodialysis  start/ 
stop  trays,  dialyzer  holder  sets,  and 
dialysis  tie  guns  and  ties  be  exempt 
from  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360j(f]]. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  hemodialysis  systems 
and  accessories  be  classified  into  class 
II  because  the  blood  and  the  dialysate 
flow  characteristics  and  the  membrane 
permeability  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  the  removal  of  waste  and  toxic 
substances  from  the  patient's  blood 
without  excessive  removal  of  water  or 
desirable  substances.  The  design, 
materials,  and  construction  of  the  device 
must  be  controlled  by  a  performance 
standard  to  ensure  that  the  shape,  size, 
surface  finish,  rigidity,  flexibility,  and 
strength  of  the  device  are  appropriate  to 
prevent  trauma,  perforation,  blood 
leakage  or  membrane  rupture,  leading  to 
massive  blood  loss  and  vascular 
collapse  of  the  patient  and  to  enable 
proper  cleaning  and  sterilization  of  the 
device  to  prevent  infection  in  the 
patient.  Materials  used  in  the  device 
that  contact  the  blood  must  be 
controlled  by  a  performance  standard  to 
ensure  their  biocompatibility  to  prevent 
an  adverse  tissue  reaction.  'The 
membrane  integrity  of  the  device  must 
be  controlled  by  a  performance 
standard  to  prevent  transfer  of 
contaminants  from  the  dialysate  to  the 
patient's  blood,  leading  to  infection.  The 
dialysate  delivery  system  must  be 
controlled  by  standards  to  ensure  that 
the  dialysate  is  delivered  to  the  dialyzer 
in  the  prescribed  quantity,  with  the 
prescribed  conductivity,  and  at  the 
prescribed  temperatiure,  and  to  assure 
that  alarms  are  provided  to  warn  of 
malfunctions.  The  electrical  properties 
of  the  device  must  also  be  controlled  to 
prevent  electrical  injury  to  the  patient  or 
operator.  The  materials  used  in  those 
parts  of  the  device  that  contact  the 
disalysate  must  be  controlled  to  prevent 
contamination  of  the  dialysate.  The 
design  and  construction  of  the  air 
bubble  detector  must  be  controlled  by  a 
performance  standard  to  prevent  the 
introduction  to  the  patient  of  a  fatal  air 
embolus.  The  design  and  construction  of 
the  extraluminal  blood  pump  must  be 
controlled  by  a  performance  standard  to 
prevent  damage  to  blood  cells  or 
inadequate  blood  flow  due  to  improper 
design,  and  to  prevent  blood  loss  due  to 
poor  fitting  connections  or  laceration  of 
the  tubing.  The  design  and  construction 
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of  the  venous  blood  line  filter  must  also 
be  controlled  by  a  performance 
standard  to  prevent  excessive  resistance 
in  the  filter,  leading  to  excessive 
ultrafiltration. 

In  addition,  the  Panel  recommends 
that  the  date  of  manufacture  of  any 
conventional  dialyzer  be  shown  on  its 
label. 

The  Panel  believes  that  general 
controls  would  not  provide  sufficient 
control  over  these  characteristics. 
Although  the  hemodialysis  system  and 
accessories  is  both  life-sustaining  and 
live-supporting,  the  Panel  believes  that 
premarket  approval  is  not  necessary  to 
provide  reasonable  assurance  of  safety 
and  effectiveness  of  this  device  because 
there  is  sufficient  information  to 
establish  a  performance  standard. 

The  Panel  recommends  that 
hemodialysis  start/stop  trays,  dialyzer 
holder  sets,  unpowered  dialysis  chairs, 
and  dialysis  tie  guns  and  ties  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assureince  of  the  safety  and 
effectiveness  of  these  devices. 

The  Panel  recommends  that 
unpowered  dialysis  chairs  be  classified 
into  class  I  because  the  Panel  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assiurance  of  the 
safety  and  effectiveness  of  this  device. 
The  Panel  believes  that  the  risk  of  cross 
contamination  due  to  difficulty  in 
cleaning  the  chair  and  the  risk  of 
hypovolemic  shock  due  to  an  inability  to 
reposition  the  patient  can  be  controlled 
by  general  controls.  The  Panel  believes 
that  manufacturers  of  the  device  should 
not  be  required  to  comply  with 
registration,  device  listing,  premarket 
notification,  and  records  and  reports 
regulations,  because  the  Panel  believes 
unpowered  dialysis  chairs  present  only 
minimal  risks  to  health  and  that  the 
quality  of,  and  any  defects  of,  the  device 
are  readily  apparent  to  the  user.  The 
Panel  believes  that  manufacturers  of 
these  devices  should  not  be  required  to 
comply  with  the  good  manufacturing 
practice  regulation  because  the  Panel 
believes  that  the  system  accessories 
present  only  minimal  risks  to  health  and 
that  the  quality  of  the  devices  is  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
reconunendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices  and 
on  the  widespread  use  of  these  devices 
in  medical  practice  for  more  than  18 
years.  The  Panel  also  cited  work  by  the 
National  Institutes  of  Health  that 
establishes  criteria  for  determining 


safety  and  effectiveness  of  conventional 
hemodialyzers  (Ref.  1). 

5.  Risks  to  health;  (a)  Infection: 

Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (b)  Electrical  injury:  Improper 
design,  construction,  or  a  malfunction  of 
the  device  could  result  in  electrical 
injury  to  the  patient  or  the  operator,  (c) 
Adverse  tissue  reaction:  if  the  materials 
used  in  the  construction  of  the  device 
are  not  biocompatible,  degrade  by 
interaction  with  body  tissue  or  fluids,  or 
contain  residual  (particulate)  matter,  the 
patient  may  have  an  adverse  tissue 
reaction,  (d)  Pyrogenic  reaction  (a 
suddent  fever  with  collapse  and  chills): 
Toxic  substances  may  be  leached  from, 
or  transmitted  by,  the  device.  These 
substances  may  cause  the  patient  to 
have  a  pyrogenic  reaction,  (e) 

Electrolyte  imbalance:  Incorrect 
composition  of  the  dialysate  could  result 
in  electrolyte  imbalance  in  the  patient’s 
blood  and  thus  lead  to  cardiac 
disorders,  blood  cell  damage,  or  muscle 
cramps,  (f)  Hypotension  or  hypovolemic 
shock;  An  abnormally  high  or 
uncontrolled  ultrafiltration  rate  may 
result  in  hypotension,  hypovolemic 
shock,  or  both.  Inability  of  the  dialysis 
chair  to  allow  for  easy  and  rapid 
repositioning  of  the  patient  in  the  event 
of  a  hypotensive  episode  during  therapy 
could  delay  the  treatment  of 
h3^ovolemic  shock,  (g)  Loss  of  protein: 
Inappropriately  high  membrane 
permeability  may  permit  loss  of  protein 
from  the  blood,  (h)  Fatal  air  embofism: 
Inability  of  an  air  foam  or  bubble 
detector  to  sense  small  air  bubbles  and 
the  presence  of  foam  may  allow  a 
potentially  fatal  embolus  to  enter  the 
patient’s  bloodstream,  (i)  Microbial 
cross-contamination:  Inadequate 
dialysis  chair  design  or  improper  chair 
covering  materials  that  prevent 
adequate  cleaning  between  patients 
could  result  in  microbial  cross¬ 
contamination.  (j)  Inadequate  dialysis: 
Malfunctions  of  the  device, 
inappropriately  low  membrane 
permeability,  inadequate  blood  flow,  or 
leakage  in  the  dialysate  delivery  system 
may  cause  inadequate  removal  of  toxic 
substances  fi'om  the  patient’s  blood,  (k) 
Blood  loss:  Membrane  punctures  caused 
by  manufacturing  defects  or  structural 
defects  that  cause  the  dialyzer  to  fall 
from  its  holder  or  cause  the  severing  of 
blood  lines  or  dialysate  tubing,  or  the 
inability  of  sensors  to  detect  blood 
leakage  into  the  dialysate,  may  result  in 
loss  of  the  patient’s  blood  (1)  Hemolysis, 


thromboembolic  complications,  or  other 
blood  damage:  The  materials  used  in  the 
construction  of  the  device,  improper 
design  of  the  blood  pump,  or  excessive 
dialysate  temperature  may  result  in 
hemolysis,  thromboembolic 
complications,  or  other  damage  to  the 
patient's  blood,  (m)  Accumulative  toxic 
effect:  Repeated  exposure  to  substances 
that  may  be  leached  fi'om  materials  that 
contact  the  blood  or  dialysate  may  lead 
to  an  accumulation  of  these  substances 
in  the  patient’s  body  and  cause  a  toxic 
effect. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
hemodialysis  systems  be  classified  into 
class  U  (performance  standards).  FDA  is 
proposing  that  certain  accessories  of 
these  device  systems  be  classified  into 
class  II  and  that  other  accessories 
(unpowered  dialysis  chairs, 
hemodialysis  start/stop  trays,  dialyzer 
holder  sets,  and  dialysis  tie  guns  and 
ties)  be  classified  into  class  I  (general 
controls). 

Hemodialysis  systems  and 
accessories  have  been  used  successfully 
in  treating  patients  with  end-stage  renal 
disease  for  two  decades.  Increasingly, 
patients  are  able  to  live  and,  in  many 
cases,  to  lead  productive  lives  in  spite  of 
a  disease  condition  that  formerly  was 
invariably  fatal  (Ref.  3).  The  benefits  of 
the  use  of  this  de'vice  far  outweigh  the 
risks  fit)m  its  use.  Hie  basic  device,  and 
the  material  used  in  the  most  common 
semipermeable  membrane  used  in  the 
device,  are  about  the  same  now  as  those 
used  in  experimental  hemodialysis  in 
1944.  Additionally,  a  study  was 
performed  under  an  FDA  contract  (Ref. 
2)  to  investigate  the  risks  associated 
with  the  use  of  hemodialysis  systems 
and  accessories.  FDA  realizes  that  this 
generic  type  of  device  is  both  life- 
sustaining  and  life-supporting  when 
used  in  conjunction  with  hemodialysis; 
however,  the  device  is  used  to  treat 
renal  failure,  which  is  more  life 
threatening  than  the  risks  to  health  from 
use  of  the  device.  Additionally,  the 
device  has  been  used  successfully  for 
many  years  for  hemodialysis.  The 
agency  has  determined  that  the  risks 
associated  with  these  devices  can  be 
adequately  controlled  by  developing 
standards  for  the  construction  of  and 
materials  used  in  the  device  and  that 
premarket  approval  is  therefore 
unnecessary.  The  agency  believes  that 
there  is  sufficient  information  to 
establish  performance  standards  for 
these  devices.  FDA  believes  that 
performance  standards  are  necessary 
because  general  controls  alone  are 
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insufficient  to  control  the  risks  to  health 
presented  by  the  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manxifacturers  of 
unpowered  dialysis  chairs,  hemodialysis 
start/ stop  trays,  dialyzer  holder  sets, 
and  dialysis  tie  guns  and  ties  be  exempt 
from  all  requirements  under  section  510 
of  the  act.  Under  section  510(g)(4),  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  upon  a  finding  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  unpowered 
dialysis  chairs,  hemodialysis  start/stop 
trays,  dialyzer  holder  sets,  and  dialysis 
tie  gun  and  ties,  the  agency  cannot  make 
the  required  finding.  To  protect  the 
public  health,  the  agency  needs  to 
require  manufacturers  of  these  device 
accessories  to  register  and  to  list  their 
products  with  FDA,  so  that  the  agency  is 
able  to  identify  the  firms  manufacturing 
these  devices  and  conduct  necessary 
inspections.  Premarket  notification  by 
these  manufacturers  assures  that  FDA 
learns  of  new  products,  and  of 
significant  modifications  of  existing 
products,  for  which  premarket  approval 
is  required. 

FDA  disagrees  with  the  Panel's 
recommendation  that  manufacturers  of 
the  unpowered  dialysis  chairs, 
hemodialysis  start/stop  trays,  dialyzer 
holder  sets,  and  dialysis  tie  guns  and 
ties,  be  exempt  from  records  and  reports 
regulations  under  section  519  of  the  act 
(21  U.S.C,  360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  'fhe  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation  published  in  the  Federal 
Register  of  July  21. 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  urder  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  tliat  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  the  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 


requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  The  agency  disagrees  with  the 
Panel  recommendation  that 
manufacturers  of  hemodialysis  start/ 
stop  trays,  dialyzer  holder  sets  and 
dialysis  tie  guns  and  ties,  be  exempt 
from  the  good  manufacturing  (GMP) 
practice  regulation  (21  CFR  Part  820) 
under  section  520(f)  of  the  act.  The 
agency  believes  that  compliance  with 
this  regulation  is  necessary  to  assure  the 
quality  of  this  device  and  thus  its  safety, 
effectiveness,  and  compliance  with  the 
adulteration  and  misbranding  provisions 
of  the  act.  Compliance  with  Ae  GMP 
regulation  will  help  prevent  production 
of  hemodialysis  accessories  and  support 
equipment  having  defects  that  could 
harm  users,  such  as  structural  defects  in 
the  devices  that  could,  as  noted  by  the 
Panel,  cause  blood  loss.  The  agency 
believes  that  general  controls  are 
sufficient  to  control  these  risks  to  health. 
The  agency  agrees  with  the  Panel  that 
unpowered  dialysis  chairs  can  cause 
microbial  cross-contamination  between 
patients  and  make  the  treatment  of 
hemodynamic  shock  difficult  if  the 
patient  cannot  easily  be  put  into  the 
proper  position.  However,  the  agency 
believes  that  general  controls  are 
sufficient  to  control  these  risks  to  health. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22872  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
‘committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 


general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5820,  to  read  as 
follows: 

§  876.5820  Hemodialysis  system  and 
accessories. 

(a)  Identification.  A  hemodialysis 
system  and  accessories  is  a  device  that 
is  used  as  an  artificial  kidney  system  for 
the  treatment  of  patients  witii  renal 
failure  or  toxemic  conditions  and  that 
consists  of  an  extracorporeal  blood 
system,  a  conventional  dialyzer,  a 
dialystate  delivery  system,  and 
accessories.  Blood  from  a  patient  flows 
through  the  tubing  of  the  extracorporeal 
blood  system  to  the  blood  compartment 
of  the  dialyzer,  then  returns  through 
further  tubing  of  the  extracorporeal 
blood  system  to  the  patent.  The  dialyzer 
has  two  compartments  that  are 
separated  by  a  semipermeable 
membrane.  While  the  blood  is  in  the 
blood  compartment,  undesirable 
substances  in  the  blood  pass  through  the 
semipermeable  membrane  into  the 
dialysate  in  the  dialysate  compartment. 
The  dialysate  delivery  system  controls 
and  monitors  the  dialysate  circulating 
through  the  dialysate  compartment  of 
the  dialyzer. 

(1)  The  extracorporeal  blood  system 
consists  of  tubing,  pumps,  pressme 
monitors,  air  foam  or  bubble  detectors, 
and  alarms  to  keep  blood  moving  safely 
from  the  blood  access  device  and 
accessories  for  hemodialysis 

(§  876.5540)  to  the  blood  compartment  of 
the  dialyzer  and  back  to  the  patient. 

(2)  The  conventional  dialyzer  allows  a 
transfer  of  water  and  solutes  between 
the  blood  and  the  dialysate  through  the 
semipermeable  membrane.  The 
semipermeable  membrane  of  the 
conventional  dialyzer  has  a  sufficiently 
low  permeability  to  water  that  an 
ultrafiltration  controller  is  not  required 
to  prevent  excessive  loss  of  water  from 
the  patient’s  blcod.  This  conventional 
dialyzer  does  not  include  hemodialyzers 
with  the  disposable  inserts  (Kiil  type) 

(§  876.5830)  or  dialyzers  of  high 
permeability  (§  876.5860) 

(3)  The  dialysate  delivery  system 
consists  of  mechanisms  that  monitor 
and  control  the  temperature, 
conductivity,  flow  rate,  and  pressure  of 
the  dialysate  and  circulates  dialysate 
through  the  dialysate  compartment  of 
the  dialyzer.  The  dialysate  delivery 
system  includes  alarms  to  indicate 
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abnormal  dialysate  conditions.  This 
dialysate  delivery  system  does  no 
include  the  sorbent  regenerated 
dialysate  delivery  system  for 
hemodialysis  (§  876.5600),  the  dialysate 
delivery  system  of  the  peritoneal . 
dialysis  system  and  accessories 
(§  876.5630),  or  the  controlled  dialysate 
delivery  system  of  the  high  permeability 
hemodialysis  system  (§  876.5860). 

(4)  Accessories  to  the  hemodialysis 
system  include  the  unpowered  dialysis 
chair  without  a  scale,  the  powered 
dialysis  chair  without  a  scale,  the 
dialyzer  holder  set,  dialysis  tie  gun  and 
ties,  and  hemodialysis  start/stop  tray. 

(b)  Classification.  (1)  Class  II 
(performance  standanls)  for  a 
hemodialysis  system  other  than 
accessories. 

(2)  Class  I  (general  controls)  for 
accessories  of  the  hemodialysis  system, 
such  as  the  unpowered  dialysis  chair, 
hemodialysis  start/stop  tray,  dialyzer 
holder  set,  and  dialysis  tie  grm  and  ties. 

Interested  persons  may.  on  or  before 
March  24, 1981  submit  tb  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Dnig  Administration,  Rm.  Arkz,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
indi\'idual8  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  foimd  in  brackets  in  the 
heading  of  this  documents.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  81-796  Faed  1-22-81;  8:45  am] 

BiLUNC  CODE  4110-03-M 

21  CFR  Part  876 

[Docket  No.  78N-2038] 

Medical  Devices;  Classification  of 
Hemodialyzers  With  Disposable 
Inserts  (Kill  Type] 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  hemodialyzers  with 
disposable  inserts  (Kiil  type)  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recomendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  11.  The  effect  of 


classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  ^al 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATE:  Comments  by  March  24, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  &e  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulatioiL 
The  Gastroenterology-Urology  Device 
Classification  Panel  and  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  hemodialyzers  with 
disposable  Inserts  (Kiil  type): 

1.  Identification:  A  hemodialyzer  with 
disposable  inserts  (Kiil  type)  is  a  device 
that  is  used  as  a  part  of  an  artificial 
kidney  system  for  the  treatment  of 
patients  with  renal  failure  or  toxemic 
conditions  and  that  includes  disposable 
inserts  consisting  of  layers  of 
seimpermeable  membranes  sandwiched 
between  support  plates.  The  device  is 
used  with  the  extracorporeal  blood 
system  and  the  dialysate  delivery 
system  of  the  hemodialysis  system  and 
accessories  (S  876.5820). 

2.  Recomended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  hemodialyzers  with 
disposable  inserts  (Kiil  type)  be 
classified  into  class  II  because  the 
dialysate  and  blood  flow  characteristics 
and  the  membrane  permeability  must  be 
controlled  by  a  performance  staiulard  to 
ensure  the  removal  of  waste  anditoxic 
substances  from  the  patient’s  blood 
without  excessive  removal  of  water  or 
desirable  substances.  The  design. 


materials,  and  construction  of  the  device 
must  be  controlled  by  a  performance 
standard  to  ensure  that  the  shape,  size, 
surface  finish,  and  strength  be 
appropriate  in  order  to  prevent  blood 
leakage  or  membrane  rupture  leading  to 
massive  blood  loss  and  vascular 
collapse  of  the  patient  and  to  enable 
proper  cleaning  and  sterilization  to 
prevent  infection  in  the  patient.  Also, 
materials  used  in  the  device  that  contact 
the  blood  must  be  controlled  by  a 
performance  standard  to  ensure 
biocompatibility  of  the  materials  to 
prevent  an  adverse  tissue  reaction.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics. 
Although  the  hemodialyzer  with 
disposable  inserts  (Kiil  type)  is  part  of 
both  a  life-sustaining  and  a  life¬ 
supporting  device,  the  Panel  believes 
that  premarket  approval  is  not 
necessary  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  this  device  because 
there  is  sufficient  information  available 
to  establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  ’Hie  Panel 
based  its  recommendation  on  the  Panel 
member’s  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice  (Ret  /). 

5.  Risks  to  health:  (a)  Infection: 

Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (b)  Adverse  tissue  reaction:  If 
the  materials  used  in  the  construction  of 
the  devices  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue  or 
blood  reaction,  (c)  Inadequate  dialysis: 
Malfunctions  of  the  device, 
inappropriately  low  membrane 
permeability,  or  inadequate  blood  flow 
may  cause  inadequate  remove!  of  toxic 
substances  from  the  patient’s  blood,  (d) 
Blood  loss:  Membrane  punctures  caused 
by  manufacturing  or  handling  errors  or 
difficulty  in  assembling  the  dialyzer  may 
result  in  blood  loss,  (e)  Pyrogenic 
reaction  (a  sudden  fever  with  collapse 
and  chills):  Toxic  substances  may  be 
leached  from,  or  transmitted  by,  the 
device.  These  substances  may  cause  the 
patient  to  have  pyrogenic  reaction,  (f) 
Hemolysis,  thromboembolic 
complications,  or  other  blood  damage: 
The  materials  used  in  or  the  design  of 
the  device  may  lead  to  hemolysis, 
thromboembolic  complications,  or  other 
damage  to  the  patient’s  blood. 
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Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
hemodialyzers  with  disposal  inserts  (Kiil 
type)  be  classified  into  class  11 
(performance  standards).  FDA  realizes 
that  this  generic  type  of  device  is  both 
life-sustaining  and  life-supporting  when 
used  in  conjunction  with  hemodialysis; 
however,  the  device  is  used  to  treat 
renal  failure,  which  is  more  life  threating 
than  the  risks  to  health  from  use  of  the 
device.  Additionally,  the  device  has 
been  used  successfiilly  for  many  years 
for  hemodialysis.  The  agency  has 
determined  that  the  risks  associated 
with  these  devices  can  be  adequately 
controlled  by  developing  standards  for 
the  construction  of  and  materials  used 
in  the  device  and  that  premarket 
approval  is  therefore  unnecessary.  The 
agency  believes  that  there  is  sufficient 
information  to  establish  performance 
standards  for  these  devices. 

References 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  (address  above)  and  may  be 
seen  by  interested  persons  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Evaluation  of  Hemodialyzers  and 
Dialysis  Membranes.  DHEW  (NIH) 

Publication  No.  77-1294. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  S  876.5830,  to  read  as 
follows: 

§  876.5830  Hemodialyzer  with  disposal 
insert  (KiH  type). 

(a)  Identification.  A  hemodialyzer 
with  disposal  inserts  (Kiil  type)  is  a 
device  that  is  used  as  a  part  of  an 
artificial  kidney  system  for  the 
treatment  of  patients  with  renal  failure 
or  toxemic  conditions  and  that  includes 
disposable  inserts  consisting  of  layers  of 
semipermeable  membranes  sandwiched 
between  support  plates.  The  device  is 
used  with  the  extracorporeal  blood 
system  and  the  dialysate  delivery 
system  of  the  hemodialysis  system  and 
accessories  (§  876.5820). 

(b)  Classificaion.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 


proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  10, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

Doc.  81-787  Filed  1-22-61: 8:45  am] 

BILUNO  CODE  4110-03-M 

21  CFR  Part  876 
[Docket  No.  78N-2039] 

Medical  Devices;  Classification  of  High 
Permeability  Hemodialysis  Systems 

action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  high  permeability 
hemodialysis  systems  into  class  III 
(premarket  approval).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  m.  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  defice 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  efiectivencss 
tests  for  the  device.  After  considering 
public  comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ^e  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  ofifice)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION.* 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 


background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastorenterology-Urology  Device 
Classification  Panel,  and  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  high  permeability 
hemodialysis  systems: 

1.  Identification:  A  high  permeability 
hemodialysis  system  is  a  device  that  is 
used  as  an  artificial  kidney  system  for 
the  treatment  of  patients  with  renal 
failure  or  toxemic  conditions  and  that 
has  a  semipermeable  membrane  that  is 
more  permeable  to  water  than  the 
semipermeable  membrane  of  the 
conventional  dialyzer.  The  device 
system  consists  of  an  extracorporeal 
blood  system,  a  high  permeability 
dialyzer,  and  a  controlled  dialysate 
delivery  system  that  incorporates  an 
ultrafiltration  controller  to  prevent 
excessive  loss  of  water  from  the 
patient’s  blood.  This  highly  permeable, 
semipermeable  membrane  also  permits 
greater  loss  of  higher  molecular  weight 
substances  from  the  blood,  compared 
with  the  conventional  dialyzer  of  the 
hemodialysis  system  and  accessories 
(§  876.5820). 

The  extracorporeal  blood  system  is 
the  same  generic  type  of  extracorporeal 
blood  system  that  is  used  in  the 
hemodialysis  system  and  accessories 
(§  876.5820).  ’The  controlled  dialysate 
delivery  system  also  is  similar  to  the 
conventional  dialysate  delivery  system 
of  the  hemodialysis  system  and 
accessories  (§  876.5820),  with  the 
addition  of  an  ultrafiltration  controller 
to  regulate  the  rate  of  the  removal  of 
water  from  the  patient’s  blood. 

This  generic  type  of  device  includes 
the  sealed  dialysate  delivery  system. 

2.  Recommended  classification:  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  high  priority. 

3.  Summary  of  reasons  for. 
recommendation:  The  Panel 
recommends  that  this  device  be 
classified  into  class  III  because  of  the 
lack  of  sufficient  scientific  and  medical 
data  on  the  device  from  which  to 
develop  a  performance  standard  to 
assure  its  safety  and  effectiveness. 
There  is  insufficient  information  about 
the  membrane  transport  properties  of 
the  high  permeability  hemodialysis 
system,  particularly  in  regard  to  their 
effect  on  patient  well-being.  Therefore, 
further  investigation  of  the  device  is 
necessary  to  establish  its  safety  and 
effectiveness.  'The  Panel  emphasized  the 
urgent  need  for  establishment  of  criteria 
that  specifies  the  safe  and  effective 
rates  of  solute  and  water  removal  from 
the  patient  by  the  device.  ’The  Panel 
believes  that  general  controls  alone 
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would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
also  believes  that  insufficient 
information  exists  to  determine  that 
general  controls  or  a  performance 
standard  would  be  adequate  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  this  life-supporting 
device.  Therefore,  the  device  should  be 
subject  to  premarket  approval  to  assure 
that  manufacturers  demonstrate 
satisfactory  performance  of  the  device 
and  thereby  assure  its  safety  and 
effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the 
experimental  nature  of  this  device  and 
the  lack  of  adequate  medical  literature 
and  experience  supporting  its  safety  and 
effectiveness. 

5.  Risks  to  health:  (a)  Infection: 

Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (b)  Electrical  injury:  Improper 
design,  construction,  or  a  malfunction  of 
the  device  could  result  in  electrical 
injury  to  the  patient  or  the  operator,  (c) 
Adverse  tissue  reaction:  If  the  materials 
used  in  the  construction  of  the  device 
are  not  biocompatible,  degrade  by 
interaction  with  body  tissue  or  fluids,  or 
contain  residual  (particulate)  matter,  the 
patient  may  have  an  adverse  tissue 
reaction,  (d)  Pyrogenic  reaction  (a 
sudden  fever  with  collapse  and  chills): 
Toxic  substances  may  be  feached  from, 
or  transmitted  by,  the  device.  These 
substances  may  cause  the  patient  to 
have  a  pyrogenic  reaction,  (e) 

Electrolyte  imbalance:  Incorrect 
composition  of  the  dialysate  could  result 
in  electrolyte  imbalance  in  the  patient’s 
blood  and  thus  lead  to  cardiac 
disorders,  blood  cell  damage,  or  muscle 
cramps,  (f)  Hypovolemic  shock:  An 
abnormally  high  or  uncontrolled 
ultrafiltration  rate  may  result  in 
hypotension,  h3rpovolemic  shock,  or 
both,  (g)  Loss  of  protein:  Inappropriately 
high  membrane  permeability  may  permit 
loss  of  proteins  fi'om  the  blood,  (h)  Fatal 
air  embolism:  Inability  of  an  air  foam  or 
bubble  detector  to  sense  small  air 
bubbles  and  the  presence  of  foam  may 
allow  a  potentially  fatal  air- embolus  to 
enter  the  patient’s  blood  stream,  (i) 
Blood  loss:  Membrane  punctures  caused 
by  manufacturing  defects  or  structural 
defects  that  cause  the  dialyzer  to  fall 
from  its  holder  or  cause  the  serving  of 
blood  lines  or  dialysate  tubing,  or  the 
inability  of  sensors  to  detect  blood 
leakage  into  the  dialysate,  may  result  in 


loss  of  the  patient’s  blood,  (j)  Hemolysis, 
thromboembolic  complications,  or  other 
blood  damage:  The  materials  used  in  the 
construction  of  the  device,  improper 
design  of  the  blood  pump,  or  excessive 
dialysate  temperature  may  result  in 
hemolysis,  thromboembolic 
complications,  or  other  damage  to  the 
pateint’s  blood,  (k)  Accumulative  toxic 
effect:  Repeated  exposure  to  substances 
that  may  be  leached  fiom  materials  that 
contact  the  blood  or  dialysate  may  lead 
to  an  accumulation  of  these  substances 
in  the  patient’s  body  and  cause  a  toxic 
efiect.  (1)  Unpredictable  loss  of  water 
fi'om  the  patient’s  blood:  ’The  highly 
permeable,  semipermeable  membrane 
used  in  the  dialyzer  causes  an 
unperdictable  amount  of  water  loss  fit)m 
the  patient’s  blood  which  may  adversely 
afiect  the  patient’s  well  being. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
high  permeability  hemodialysis  systems 
be  classified  into  class  III  (premarket 
approval).  The  agency  believes  that  the 
device  is  purported  or  represented  to  be 
for  a  use  (hemodialysis)  in  supporting  or 
sustaining  human  life  and  presents  a 
potential  unreasonable  risk  of  illness  or 
injury.  The  Federal  Food,  Drug,  and 
Cosmetic  Act  requires  the  agency  to 
classify  a  life-supporting  or  life- 
sustaining  device  into  class  in  unless 
the  agency  determines  that  premarket 
approval  is  not  necessary  to  provide 
reasonable  assurance  of  the  safety  and 
efiectiveness  of  the  device.  In  this  case 
the  agency  has  determined  that 
premarket  approval  is  necessary.  The 
agency  believes  that  insufficient 
information  exists  to  determine  that 
general  controls  or  performance 
standards  will  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1878  (43  FR  22672  and  22673).  This 
proposed  classification  regxilation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a))  and  imder  authority 


delegated  to  him  (21 CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposed  to  amend  Part  876  in  Subpart  F 
by  adding  new  S  876.5860,  to  read  as 
follows: 

S  876.5860  High  permeability  hemodialysis 
system. 

(a)  Identification.  A  high  permeability 
hemodialysis  system  is  a  device  that  is 
used  as  an  artificial  kidney  system  for 
the  treatment  of  patients  with  renal 
failure  or  toxemic  conditions  and  that 
has  a  semipermeable  membrane  that  is 
more  permeable  to  water  than  the 
semipermeable  membrane  of  the 
conventional  dialyzer.  The  device 
system  consists  of  an  extracorporeal 
blood  system,  a  high  permeability 
dialyzer.  and  a  controlled  dialysate 
delivery  system  that  incorporates  an 
ultrafiltration  controller  to  prevent 
excessive  loss  of  water  finm  the 
patient’s  blood.  ’This  highly  permeable, 
semipermeable  membrane  also  permits 
greater  loss  of  higher  molecular  weight 
substances  from  the  blood,  compared 
with  the  conventional  dialyzer  of  the 
hemodialysis  system  and  accessories 
(§  876.5820).  ’The  extracorporeal  blood 
system  is  the  same  generic  type  of 
extracorporeal  blood  system  that  is  ued 
in  the  hemodialysis  system  and 
accessories  (§  876.5820).  ’The  controlled 
dialysate  delivery  system  also  is  similar 
to  the  conventional  dialysate  delivery 
system  of  the  hemodialysis  system  and 
accessories  (§  876.5820),  with  the 
addition  of  an  ultrafiltration  controller 
to  regulate  the  rate  of  the  removal  of 
water  from  the  patient’s  blood.  This 
generic  type  of  device  includes  the 
sealed  dialysate  delivery  system. 

(b)  Classification.  Class  III  (premarket 
approval). 

biterested  persons  may  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-^  5600 
Fishers  Lane.  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  81-7W  Filed  l-22-«;  8.-45  un| 

BILLING  COOE 
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21  CFR  Part  876 

[Docket  No.  78N-2061] 

Medical  Devices;  Classification  of 
Sorbent  Hemoperfusion  Systems 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  surbent  hemoperfusion 
systems  into  class  III  (premarket 
approval).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  IIL  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  After  considering 
public  comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  efiective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 
Silver  Spring,  MD  20910,  301-427-7750, 

SUPPtEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology -Urology  Device 
Classification  Panel,  and  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  sorbent  hemoperfusion 
systems: 

1.  Identification;  A  sorbent 
hemoperfusion  system  is  a  device  that 
consists  of  an  extracorporeal  blood 
system  similar  to  that  identified  in  the 
hemodialysis  system  and  accessories 
(§  876.5820)  and  a  container  filled  with 
adsorbent  material  that  removes  a  wide 
range  of  substances,  both  toxic  and 


normal,  ft'om  blood  flowing  through  it. 
The  adsorbent  materials  are  usually 
activated-carbon  or  resins  which  may 
be  coated  or  immobilized  to  prevent  fine 
particles  entering  the  patient’s  blood. 

The  generic  type  of  device  may  include 
lines  and  filters  specifically  designed  to 
connect  the  device  to  the  extracorporeal 
blood  system.  The  device  is  used  in  the 
treatment  of  poisoning,  drug  overdose, 
hepatic  coma,  or  metabolic 
disturbances. 

2.  Recommended  classification;  Class 
III  (premarket  approval).  The  Panel 
recommends  that  premarket  approval  of 
this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  sorbent 
hemoperfusion  systems  be  classified 
into  class  III  because  the  device  is  life 
sustaining  and  life  supporting  and 
because  there  is  a  lack  of  data  on  the 
absorption  characteristics  of  this  device 
regarding  the  possibility  that  it  may, 
while  removing  toxic  substances,  also 
remove  essential  substances  from  the 
blood  or  cause  loss  of  platelets  and 
leukocytes  (white  cells).  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
also  believes  that  it  is  not  possible  to 
establish  an  adequate  performance 
standard  for  this  device.  Therefore,  the 
device  should  be  subject  to  premarket 
approval  to  assure  that  manufacturers 
demonstrate  satisfactory  performance  of 
the  device  and,  thus,  assure  its  safety 
and  effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  lack  of 
adequate  data  to  support  its  safety  and 
efficacy. 

5.  Risks  to  health:  (a)  Substantial 
platelet  loss:  The  adsorption 
characteristics  of  the  material  may 
cause  large  losses  of  platelets  during 
hemoperfusion.  (b)  Particulate  emboli: 
Carbon  or  fine  particles  leached  from 
the  sorbent  colunm  of  the  device  may  be 
deposited  in  the  arterioles  of  the  lungs 
and  other  organs  as  particulate  emboli, 
(c)  Metabolic  disturbance:  The  removal 
of  many  normal  metabolites  along  with 
undesirable  substances  may  lead  to 
metabolic  disturbance,  (d)  Pyrogenic 
reaction  (a  sudden  fever  with  collapse 
and  chills):  Toxic  substances  may  be 
leached  from  the  device.  These 
substances  may  cause  the  patient  to 
have  a  pyrogenic  reaction,  (e)  Infection: 
Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 


patient,  (f)  Leucopenia:  The  materials 
used  or  design  of  the  device  may  cause 
absorption  of  leukocytes  resulting  in 
transient  leucopenia  (loss  of  leukocytes). 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
sorbent  hemoperfusion  systems  be 
classifed  into  class  III  (premarket 
approval).  The  agency  believes  that  the 
device  is  purported  or  represented  to  be 
for  a  use  (removing  toxic  substances 
from  ^e  blood)  in  supporting  or 
sustaining  human  life.  The  Federal  Food, 
Drug,  and  Cosmetic  Act  requires  the 
agency  to  classify  any  life-supporting  or 
life-sustaining  device  into  class  III 
unless  the  agency  determines  that 
premarket  approval  is  not  necessary  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device.  In 
this  case  the  agency  has  determined  that 
premarket  approval  is  necessary.  The 
agency  believes  that  insufficient 
information  exists  to  determine  that 
general  controls  or  performance 
standards  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  the  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5870,  to  read  as 
follows: 

§876.5870  Sorbent  hemoperfusion 
system. 

(a)  Identification.  A  sorbent 
hemoperfusion  system  is  a  device  that 
consists  of  an  extracorporeal  blood 
system  similar  to  that  identified  in  the 
hemodialysis  system  and  accessories 
(§  876.5820)  and  a  container  filled  with 
adsorbent  material  that  removes  a  wide 
range  of  substances,  both  toxic  and 
normal,  from  blood  flowing  through  it. 
The  absorbent  materials  are  usually 
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activated-carbon  or  resins  which  may 
be  coated  or  immobilized  to  prevent  flne 
particles  entering  the  patient’s  blood. 
The  generic  type  of  device  may  include 
lines  and  filters  specifically  designed  to 
connect  the  device  to  the  extracorporeal 
blood  system.  The  device  is  used  in  the 
treatment  of  poisoning,  drug  overdose, 
hepatic  coma,  or  metabolic 
disturbances. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA — 305), 

Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857,  written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulotory  Affairs. 

|FR  Doc.  81-799  Filed  1-22-81;  8:46  am] 

BILUNG  CODE  4110-03-M 

21  CFR  Part  876 

[Docket  No.  78N-2063] 

Medical  Devices;  Classification  of 
Isolated  Kidney  Perfusion  and 
Transport  Systems  and  Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  isolated  kidney  perfusion 
and  transport  systems  and  accessories 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 


based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Springs,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  isolated  kidney 
perfusion  and  transport  systems  and 
accessories: 

1.  Identification:  An  isolated  kidney 
perfusion  and  transport  system  and 
accessories  is  a  device  that  is  used  to 
support  a  donated  or  a  cadaver  kidney 
and  to  maintain  the  organ  in  a  near- 
normal  physiologic  state  until  it  is 
transplanted  into  a  recipient  patient. 
This  generic  type  of  device  may  include 
tubing,  catheters,  connectors,  an  ice 
storage  or  freezing  container  with  or 
without  bag  or  preservatives,  pulsatile 
or  nonpulsatile  hypothermic  isolated 
organ  perfusion  apparatus  with  or 
without  oxygenator,  and  a  disposable 
perfusion  set. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  medium  priority. 

3. *Summary  of  reasons  for 
recommendation:  ’The  Panel 
recommends  that  isolated  kidney 
perfusion  and  transport  systems  and 
accessories  be  classified  into  class  II 
because  the  materials  used  in  the 
device,  the  integrity  of  the  partitioning 
between  the  perfusate  and  coolant,  the 
temperature  regulation  procedure,  the 
design  characteristics  allowing 
sterilization,  and  the  maintenance  of 
proper  identification  of  the  tubing 
connectors  to  prevent  the  coolant  tubing 
being  connected  to  the  perfusate 
connectors  of  the  device,  or  the  reverse, 
must  be  controlled  by  a  performance 
standard.  The  performance  standard 
would  prevent  sepsis,  kidney  damage, 
adverse  tissue  reaction,  infection  and 
users’  mistakes  in  connecting  the  tubing 


for  the  perfusate  and  coolant.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  Although  the 
device  is  used  to  maintain  a  viable 
kidney  for  use  in  a  life-sustaining 
procedure,  the  Panel  believes  that 
premarket  approval  is  not  necessary  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  this  device 
because  there  is  sufficient  information 
available  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members'  personal  knowledge  of,  and 
clinical  experience  with,  the  devices. 

5.  Risks  to  health:  (a)  Infection: 

Defects  in  the  design  or  construction  of 
the  device  preventing  adequc'te  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (b)  Kidney  damage: 

Inappropriate  pressure  regulation, 
excessive  temperature  ranges, 
insufficient  or  excessive  perfusion,  or 
inadequate  oxygenation  may  lead  to 
kidney  damage,  (c)  Adverse  tissue 
reaction:  If  the  materials  used  in  the 
construction  of  the  devices  are  not 
biocompatible,  the  oatient  may  have  an 
adverse  tissue  reaction,  (d)  Blood 
incompatibility:  Toxic  materials  from 
the  device  may  cause  damage  to  the 
patient’s  blood  or  lead  to 
thromboembolic  complications  after  the 
kidney  is  transplanted. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
isolated  kidney  perfusion  and  transport 
systems  and  accessories  be  classified 
into  class  11  (performance  standards). 
The  agency  has  reviewed  the  Panel 
recommendation  and  has  obtained 
additional  data  and  information 
describing  the  use  of  the  isolated  kidney 
perfusidn  and  transport  systems  and 
accessories. 

An  important  summary  monograph 
(Ref.  1)  reviews  the  extensive  use  of  this 
device  over  a  period  of  at  least  10  years 
and  cites  172  references.  FDA  realizes 
that  this  generic  type  of  device  is  used  in 
a  life-supporting  procedure;  however, 
the  device  is  used  in  the  transplantation 
of  a  kidney  to  treat  renal  failure,  which 
is  more  life  threatening  than  the  risks  to 
health  from  use  of  the  device. 
Additionally,  isolated  kidney  perfusion 
and  transport  systems  have  been  used 
successfully  for  over  10  years  to 
preserve  kidneys  for  transplantation. 

Although  an  isolated  kidney  perfusion 
and  transport  system  and  accessories  is 
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a  device  used  in  a  life-supporting 
procedure,  the  agency  believes  that 
premarket  approval  is  not  necessary 
because  a  performance  standard  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes  that  a  performance 
standard  is  necessary  because  general 
controls  alone  are  insufficient  to  control 
the  risks  to  health  presented  by  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Reference 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  (address  above),  and  may  be 
seen  by  interested  persons  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Collins,  G.  M.  and  N.  A.  Halasz,  “Current 
Aspects  of  Renal  Preservation,”  Supplement 
to  Urology,  X(l),  July  1977,  22-32. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  28, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5880,  to  read  as 
follows: 

§  876.5880  Isolated  kidney  perfusion  and 
transport  system  and  accessories. 

(a)  Identification.  An  isolated  kidney 
perfusion  and  transport  system  and 
accessories  is  a  device  that  is  used  to 
support  a  donated  or  a  cadaver  kidney 
and  to  maintain  the  organ  in  a  near¬ 
normal  physiologic  state  until  it  is 
transplanted  into  a  recipient  patient. 
This  generic  type  of  device  may  include 
tubing,  catheters,  coimectors,  an  ice 
storage  or  freezing  container  with  or 
without  bag  or  preservatives,  pulsatile 
or  nonpulsatile  hypothermic  isolated 
organ  perfusion  apparatus  with  or 
without  oxygenator,  and  a  disposable 
perfusion  set. 


(b)  Classification.  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration.  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  Bl-800  Filed  1-22-Sl:  8:45  am] 

BIU.INQ  CODE  4110-03-411 


21  CFR  Part  876 

[Docket  No.  78N-1975] 

Medical  Devices;  Classification  of 
Ostomy  Irrigators 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ostomy  irrigators  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  n  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the  , 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk's  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villsuroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 


Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750, 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  ostomy  irrigators: 

1.  Identification:  An  ostomy  irrigator 
is  a  device  that  consists  of  a  container 
for  fluid,  tubing  with  a  cone-shaped  tip 
or  a  soft  and  flexible  catheter  with  a 
retention  shield  and  that  is  used  to  wash 
out  the  color  through  a  colostomy,  a 
surgically  created  opening  of  the  colon 
on  the  surface  of  the  body. 

2.  Recommended  classification:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  ostomy  irrigators  be 
classified  into  class  II  because  the 
design  and  construction  of  the  device 
must  be  controlled  by  a  performance 
standard  to  ensure  that  the  shape  and 
size  of  the  cone  are  appropriate  to 
prevent  leaks  that  may  lead  to  skin 
irritation.  The  design,  materials,  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  the  shape,  size,  rigidity, 
flexibility,  surface  finish  and  strength  of 
the  device  are  appropriate  to  prevent 
trauma,  hemorrhage  or  perforation.  The 
Panel  also  recommends  that  the 
materials  used  in  the  device  that  contact 
the  body  be  controlled  by  a  performance 
standard  to  ensure  their 
biocompatibility  to  prevent  an  allergic 
or  an  adverse  tissue  reaction.  The  Panel 
was  concerned  about  the  possibility  of 
bowel  injury  by  any  catheter  which  may 
be  used  with  the  device.  The  Panel 
recommends  that  the  shape  of  the  cone 
be  controlled  to  avoid  damage  to  the 
stoma  or  to  the  colon,  because  a  long 
thin,  irrigator  cone  could  be  as 
dangerous  as  a  catheter.  The  Panel 
believes  that  cone-shaped  irrigators  are 
less  likely  to  cause  injury  to  the  colon 
than  long,  thin  irrigators.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel 
believes  that  a  performance  standard 
would  provide  a  reasonable  assurance 
of  the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufficient 
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information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation:  Improper 
size,  shape,  rigidity,  arrangement,  or 
finish  on  parts  of  this  device  may  cause 
tissue  trauma,  hemorrhage,  or 
perforation,  (b)  Irritation  or  allergic 
reaction:  If  the  device  leaks,  is  of 
incorrect  size,  or  is  not  biocompatible, 
an  allergic  reaction  or  skin  irritation 
could  occur,  (c)  Colon  injury:  If  a  cone- 
shaped  or  other  type  of  irrigation  tip  is 
too  long  and  thin,  an  injury  to  the  colon 
could  occur,  (d)  Adverse  tissue  reaction: 
If  the  materials  used  in  the  device  are 
not  biocompatible,  the  patient  may  have 
an  adverse  tissue  reaction. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ostomy  irrigators  be  classiHed  into  class 
II  (performance  standards].  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufflcient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classiHcation  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identihes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a))]  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5895,  to  read  as 
follows: 


§  876.5895  Ostomy  Irrigator. 

(a)  Identification.  An  ostomy  irrigator 
is  a  device  that  consists  of  a  container 
for  fluid,  tubing  with  a  cone-shaped  tip 
or  a  soft  and  flexible  catheter  with  a 
retention  shield  and  that  is  used  to  wash 
out  the  colon  through  a  colostomy,  a 
surgically  created  opening  of  the  colon 
on  the  surface  of  the  body. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Foxu:  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  on^copy. 
Comments  are  to  be  identifled  with  the 
docket  number  foimd  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  81-aOl  Filed  1-22-Sl;  8:45  am] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  876 

[Docket  No.  78N-1974] 

Medical  Devices;  Classification  of 
Ostomy  Pouches  and  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ostomy  pouches  and 
accessories  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
ClassiHcation  Panel  that  these  devices 
be  classiHed  into  class  II  and  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  ClassiHcation 
Panel  and  of  the  General  and  Plastic 
Surgery  Device  ClassiHcation  Panel  that 
these  devices  be  classiHed  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 


issue  a  final  regulation  classifying  the 
devices.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  March  24, 1981. 

FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ffie  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
ClassiHcation  Panel,  the  General 
Hospital  and  Personal  Use  Device 
ClassiHcation  Panel,  and  the  General 
and  Plastic  Surgery  Device 
ClassiHcation  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
ClassiHcation  of  ostomy  pouches  and 
accessories: 

1.  IdentiHcation:  An  ostomy  pouch 
and  accessories  is  a  device  that  consists 
of  a  bag  that  is  attached  to  the  patient’s 
skin  by  an  adhesive  material  and  that  is 
intended  for  use  as  a  receptacle  for 
collection  of  fecal  material  or  urine 
following  an  ileostomy,  colostomy,  or 
ureterostomy  (a  surgically  created 
opening  of  the  small  intestine,  large 
intestine  or  the  ureter  on  the  surface  of 
the  body).  This  generic  type  of  device 
and  its  accessories  includes  the  ostomy 
pouch,  ostomy  adhesive,  the  disposable 
colostomy  appliance,  ostomy  collector, 
colostomy  pouch,  urinary  ileostomy  bag, 
urine  collecting  ureterostomy  bag, 
ostomy  drainage  bag  with  adhesive, 
stomal  bag,  ostomy  protector,  and  the 
ostomy  size  selector,  but  excludes 
ostomy  pouches  which  incorporate 
arsenic-containing  compounds. 

2.  Recommended  ClassiHcation:  The 
Gastroenterology-Urology  Device 
ClassiHcation  Panel  recommends  that 
the  devices  be  classiHed  into  class  II 
(performance  standards)  and  that 
establishing  a  performance  standard  for 
these  devices  he  a  low  priority.  The 
General  Hospital  and  Personal  Use 
Device  ClassiHcation  Panel  recommends 
that  the  devices  be  classiHed  into  class  I 
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(general  controls)  and  that  they  be 
exempt  from  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  360j(f))  except  for  those 
regulations  relating  to  the  adhesives 
used  and  traceability  records.  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that 
the  devices  be  classified  into  class  I  and 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Gastroenterology- 
Urology  Device  Classification  Panel 
recommends  that  ostomy  pouches  and 
accessories  be  classified  into  class  II 
because  the  Panel  believes  that  the 
materials  used  in  the  device  that  contact 
the  body  must  be  controlled  by  a 
performance  standard  to  ensure  their 
biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  design  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  to 
ensure  that  the  device  fits  properly  and 
cannot  slip,  to  prevent  leakage  or 
damage  to  the  stoma.  The  measurement 
function  of  the  ostomy  size  selector  must 
be  controlled  by  a  performance 
standard  to  ensure  selection  of  a 
correctly  sized  ostomy  appliance,  to 
prevent  leakage  or  stoma  damage.  The 
Panel  believes  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  performance 
standard.  The  General  Hospital  and 
Personal  Use  Device  Classification 
Panel  and  the  General  and  Plastic 
Surgery  Device  Classification  Panel 
recommend  that  ostomy  pouches  and 
accessories  be  classified  into  class  I 
because  the  Panels  believe  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  The 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends 
that  the  devices  be  exempt  from  the 
good  manufacturing  practice  regulation 
because  the  quality  of  the  devices  is 
easily  discernible  and  defects  are 
readily  apparent  to  the  user.  However, 
the  Panel  also  reconunends  that  the 
labeling  warn  users  of  possible 
sensitivity  of  the  skin  to  the  adhesive 
material  on  the  devices. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panels 
based  their  recommendations  on  the 
Panel  members'  personal  knowledge  of, 
and  clinical  experience  with,  the  devices 
and  on  the  widespread  use  of  these 
devices  in  medicd  practice. 


5.  Risks  to  health:  (a)  Adverse  tissue 
reaction:  If  the  materials  used  in  the 
devices  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction,  (b)  Loss  of  skin:  Inadequate  fit 
or  leakage  allowing  liquid  feces  or  urine 
to  contact  the  skin  will  cause  irritation 
and  loss  of  skin  surface,  (c)  Damage  or 
obstruction  of  stoma:  An  improper  size, 
malposition,  or  slipping  of  the  device 
with  pressure  against  a  protruding 
stoma  may  cause  damage  to,  or 
obstruction  of,  the  stoma,  (d)  Toxic 
systemic  effects:  Toxic  substances  in  the 
adhesive  material  which  are  absorbed 
through  the  skin  or  lungs  may  cause 
toxic  systemic  effects  in  the  patient,  (e) 
Damage  to  stoma  or  skin:  An  improperly 
calibrated  ostomy  size  selector  may 
result  in  selection  of  an  incorrectly  sized 
ostomy  appliance,  which  could  lead  to 
damage  to  the  skin  or  stoma. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  Gastroenterology-Urology  Device 
Classification  Panel  and  is  proposing 
that  ostomy  pouches  and  accessories  be 
classified  into  class  II  (performance 
standards).  The  agency  has  reviewed 
the  medical  literature  and  has  found 
that  allergenicity  is  related  to  the 
chemical  composition  of  the  materials 
used  in  construction  of  ostomy  pouches 
and  accessories  (Ref.  1).  Therefore,  the 
agency  disagrees  with  the 
recommendations  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  that  ostomy 
pouches  and  accessories  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  performance 
standards  are  necessary  to  ensure  that 
the  adhesives  that  contact  the  skin  are 
biocompatible.  The  adhesives  may  be  in 
contact  with  the  patient  for  many  years. 
Because  the  agency  has  determined  that 
ostomy  pouches  and  accessories  should 
be  classified  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  these 
devices  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  these  devices  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  devices.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
devices.  The  agency  aso  believes  that 
there  is  sufficient  information  to 


establish  a  performance  standard  for 
these  devices. 

FDA  has  reviewed  the 
recommendations  for  ostomy  pouches 
and  accessories  of  the 
Gastroenterology-Urology  Device 
Classification  Panel,  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel,  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  and  has  concluded 
that  the  classification  of  these  devices 
should  be  published  in  the  part  of  the 
Code  of  Federal  Regulations  for 
gastroenterology  and  urology  devices. 

Reference 

The  following  information  has  been 
placed  in  the  Dockets  Management 
Branch  (address  above)  and  may  be 
seen  by  interested  persons  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Hill,  G.,  “Ileostomy  Surgery  Physiology 
and  Management,”  Grune  and  Stratton,  New 
York.  pp.  47-50, 1976. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21668,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5900,  to  read  as 
follows: 

§  876.5900  Ostomy  pouch  and 
accessories. 

(a)  Identification.  An  ostomy  pouch 
and  accessories  is  a  device  that  consists 
of  a  bag  that  is  attached  to  the  patient’s 
skin  by  an  adhesive  material  and  that  is 
intended  for  use  as  a  receptacle  for 
collection  of  fecal  material  or  urine 
following  an  ileostomy,  colostomy,  or 
ureterostomy  (a  surgically  created 
opening  of  the  small  intestine,  large 
intestine  or  the  ureter  on  the  surface  of 
the  body).  This  generic  type  of  device 
and  its  accessories  includes  the  ostomy 
pouch,  ostomy  adhesive,  the  disposable 
colostomy  appliance,  ostomy  collector/ 
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colostomy  pouch,  urinary  ileostomy  bag, 
urine  collecting  ureterostomy  bag, 
ostomy  drainage  bag  with  adhesive, 
stomal  bag,  ostomy  proctor,  and  the 
ostomy  size  selector,  but  excludes 
ostomy  pouches  which  incorporate 
arsenic-containing  compounds. 

(b)  Classification.  Class  II 
(performance  standards]. 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk's  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
ilegulatory  A ffairs. 

|I  R  Doc.  81-802  Filed  1-22-81;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 

IDocket  No.  78N-2062] 

Medical  Devices;  Classification  of 
Protective  Garments  for  Incontinence 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a'  proposed  relation 
classifying  protective  garments  for 
incontinence  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comment's  by  March  24, 1981. 
FDA  proposes  that  the  Hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 


Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgro’jnd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  protective  garments  for 
incontinence: 

1.  Identification:  A  protective  garment 
for  incontinence  is  a  device  that  consists 
of  absorbent  padding  and  a  fluid  barrier 
and  that  is  intended  to  protect  an 
inconticent  patient’s  garments  fi'om  the 
patient’s  imine.  This  generic  type  of 
device  does  not  include  diapers  for 
infants. 

2.  Recommended  classification:  Class 
I  (general  controls).  The  Panel 
recommends  that  there  be  no 
exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  protective  garments 
for  incontinence  be  classified  into  class 
I  because  general  controls  are  sufficient 
to  provide  reasonable  assurance  of  their 
safety  and  effectiveness.  The  Panel  does 
not  believe  that  this  device  requires  a 
performance  standard  to  control  the 
identified  risks  to  health.  The  Panel 
recommends  that  the  risk  of  skin 
irritation  be  controlled  by  proper 
warning  in  the  labeling  that  if  a  patient 
is  allowed  to  remain  in  a  garment  that  is 
saturated  by  urine,  there  is  a  risk  of  skin 
irritation. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  is  based:  The 
Panel  based  its  recommendation  on  the 
Panel  members’  personal  knowledge  of, 
and  clinical  experience  with,  the  device. 

5.  Risks  to  health:  Skin  irritation:  The 
material  used  in  this  device  in 
combination  with  ammonia  formed  by 
the  bacterial  decomposition  of  urine 
may  cause  skin  irritation. 

Proposed  Classification 

FDA  agrees  with  the  Panel’s 
recommendation  and  is  proposing  that 
protective  garments  for  incontinence  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  the  risk  of  skin 
irritation  can  be  controlled  by  proper 


labeling.  The  agency  believes  that 
protective  garments  for  incontinence 
should  be  classified  into  class  I  because 
the  agency  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

The  agency  has  determined  that ' 
compliance  with  the  device  good 
manufacturing  practice  (GMP) 

Regulation,  except  for  §  820.180  (general 
requirements  concerning  records)  and 
§  820.198  (complaint  files],  is  not 
required-to  assure  that  protective 
garments  for  incontinence  will  be  safe 
and  effective  and  otherwise  in 
compliance  with  the  act.  The  agency  has 
based  its  determination  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device.  The 
agency  is  not  exempting  manufacturers 
of  protective  garments  for  incontinence 
from  the  requirements  of  §  §  820.180  or 
820.198  because  it  has  determined  that 
compliance  with  these  sections  is  in  the 
public  interest  and  will  not  be  unduly 
burdensome  for  device  manufacturers. 

There  are  two  procedures  by  which 
FDA  may  exempt  a  manufacturer  of  a 
device  from  complying  with  any  or  all  of 
the  requirements  of  the  GMP  regulation. 
First,  a  manufacturer  of  a  device  subject 
to  any  requirements  under  the  GMP 
regulation  may  petition  the  agency 
pursuant  to  section  520(f)(2)(A)  of  the 
act  (21  U.S.C.  360j(f)(2)(A))  for  an 
exemption  of  variance  from  the 
requirement.  An  exemption  granted  in 
response  to  such  a  petition  applies  o-.Iy 
to  the  manufacturer  who  submitted  the 
petition.  Second,  in  classifying  a  medical 
device  into  class  I  under  section  513  of 
the  act  (21  U.S.C.  360c)  the  agency  may 
determine  that  certain  of  the 
requirements  of  the  GMP  regulation 
shall  not  apply  to  the  device.  In  that 
instance,  the  exemption  applies  to  all 
manufacturers  of  the  generic  type  of 
device  that  is  the  subject  of  the 
classification  regulation.  The  agency 
may  grant  an  exemption  under  either 
procedure  only  if  it  determines  that 
compliance  with  the  requirement  is  not 
necessary  to  assiu^  that  the  device  will 
be  safe  and  effective  and  otherwise  in 
compliance  with  the  act. 

The  agency  previously  granted  a 
manufacturer’s  petition  (79P-0288)  for 
exemption  of  its  protective  garments  for 
incontinence  from  the  requirements  of 
the  GMP  regulation,  except  §  820.180 
(general  requirements  concerning 
records]  and  §  820.198  (complaint  files). 
As  explained  above,  that  exemption 
applied  only  to  the  petitioner.  In  this 
regulation  classifying  protective  garment 
for  incontinence,  FDA  is  exempting  fror' 
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certain  sections  of  the  GMP  regulation 
all  manufacturers  of  this  generic  type  of 
device.  This  action  is  consistent  with  the 
agency's  policies  and  criteria  for 
exemption  discussed  in  the  preamble  to 
the  proposed  general  provisions  for  this 
Part,  published  elsewhere  in  this  issue  of 
the  Federal  Register.  Additional 
information  regarding  the  procedures  for 
petitioning  for  exemptions  or  variances 
from  the  GMP  regulations  is  available, 
as  described  in  a  notice  published  in  the 
Federal  Register  of  January  18, 1980  (45 
FR  3671). 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  28, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Comestic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5920,  to  read  as 
follows: 

§  876.5920  Protective  garment  for 
incontinence. 

(a)  Identification.  A  protective 
garment  for  incontinence  is  a  device  that 
consists  of  absorbent  padding  and  a 
fluid  barrier  and  that  is  intended  to 
protect  an  incontinent  patient’s 
garments  from  the  patient’s  urine.  This 
generic  type  of  device  does  not  include 
diapers  for  infants. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  regarding  general 
requirements  concerning  records,  and 
§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 


docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  81-803  Filed  1-22-81;  8:45  am] 
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21  CFR  Part  876 

[Docket  No.  78N-1980] 

Medical  Devices;  Classification  of 
Peritoneo-Venous  Shunts 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  peritoneo-venous  shunts  into 
class  III  (premarktet  approval).  FDA  is 
also  publishing  the  recommendation  of 
the  Gastroenterology-Urology  Device 
Classification  Panel  that  the  peritoneo- 
venous  shunt  of  LeVeen  design  be 
classified  into  class  II  (performance 
standards)  and  subject  to  a  requirement 
that  manufacturers  develop  long  term 
followup  data  on  its  use  and  that 
peritoneo-venous  shunts  of  other 
designs  be  classibed  into  class  III 
(premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  premarket  approval 
application  would  include  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  The  effect  o£ 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7750. 
SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  Information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  peritoneo-venous 
shunts: 

1.  Identification:  A  peritoneo-venous 
shunt  is  an  implanted  device  that 
consists  of  a  catheter  and  a  pressure 
activated  one-way  valve.  The  catheter  is 
implanted  with  one  end  in  the  peritoneal 
cavity  and  the  other  in  a  large  vein.  This 
device  enables  ascitic  fluid  in  the 
peritoneal  cavity  to  flow  into  the  venous 
system  for  the  treatment  of  intractable 
ascites. 

2.  Recommended  classification:  Class 
III  (premarket  approval),  except  for  the 
peritoneo-venous  shunt  of  the  LeVeen 
design.  The  Panel  recommends  that 
premarket  approval  of  the  device  be  a 
high  priority.  The  Panel  repommends 
that  the  LeVeen  design  of  peritoneo- 
venous  shunt  be  classified  into  class  II 
(performance  standards).  The  Panel  also 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  the  peritoneo-venous 
shunt  of  any  design  other  than  the 
LeVeen  shunt  be  classified  into  class  III, 
because  the  device  is  life-supporting, 
life-sustaining,  and  an  implant.  The 
Panel  believes  that  the  long  term 
consequences  of  the  implantation  of  the 
peritoneo-venous  shunt  of  other  than  the 
LeVeen  design  are  not  well  understood. 
There  is  a  lack  of  safety  and 
effectiveness  data  to  demonstrate  the 
satisfactory  performance  of  the 
peritoneo-venous  shunt  of  other  than  the 
LeVeen  design.  Therefore,  the  device, 
other  than  the  LeVeen  design,  must  be 
subject  to  premarket  approval  to  assure 
its  safety  and  effectiveness.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  the  performance  characteristics  of* 
the  device.  The  Panel  also  believes  that 
insufficient  information  exists  to 
determine  that  general  controls  or 
standards  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  peritoneo-venous 
shunt  of  other  than  the  LeVeen  design. 
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The  Panel  also  recommends  that 
peritoneo-venous  shunts  of  the  LeVeen 
design  be  classified  into  class  n  because 
the  Actioning  of  the  one-way  valve 
must  be  controlled  and  the  materials 
used  in  the  construction  of  this  device 
must  meet  a  generally  accepted 
satisfactory  level  of  tissue  or  blood 
compatibility,  including  attributes  of 
adequate  surface  finish  and  cleanliness 
that  may  arfect  the  degree  of 
compatibility.  Also  the  design  of  the 
device  must  be  controlled  to  prevent 
tissue  trauma.  The  Panel  believes  that 
general  controls  alone  would  not 
provide  sufficient  control  over  these 
characteristics.  Although  the  peritoneo- 
venous  shunt  of  the  LeVeen  design  is  an 
implanted  device,  the  Panel  believes 
that  premarket  approval  is  not 
necessary  because  sufficient 
information  exists  to  establish  a 
performance  standard  for  this  type  of 
the  device  that  would  provide 
reasonable  assurance  of  its  safety  and 
effectiveness.  The  Panel  also 
recommends  that  manufacturers  of  the 
LeVeen  peritoneo-venous  shunt  should 
be  required  to  develop  long  term  clinical 
followup  data  to  assure  its  safety  and 
effectiveness. 

The  p«ritoneo-venous  shunt  is  an 
implanted  device  that  has  demonstrated 
successful  application  for  the  treatment 
of  intractable  ascites  (Refs.  1  through  9). 
LeVeen  reports  that  approximately  1,100 
implantations  have  been  performed  with 
this  device  (Ref.  1).  In  one  study 
reported  by  LeVeen,  70  percent  of  the 
patients  with  ascites  (excluding  those 
patients  with  severe  alcoholic  hepatitis 
or  upper  gastrointestinal  bleeding) 
survived  at  least  12  to  18  months 
following  surgery  (Ref.  1).  Twenty-three 
ascitic  patients  with  renal  failure 
(creatinine  level  2.3  milligrams  per 
deciliter  or  blood  urea  nitrogen  (BUN) 
level  40  milligrams  per  deciliter) 
demonstrated  improvement,  i.e., 
decreased  BUN  level,  decreased  plasma 
creatinine,  and  increased  urine  flow. 
Eighteen  of  23  patients  survived  at  least 
4  weeks  post-operatively  and  one 
patient  without  complications  involving 
the  liver  has  survived  4  years  in 
excellent  health.  However,  patients  with 
alcoholic  hepatitis  and  congestive  heart 
failure  have  continued  to  exhibit  high 
morbidity  and  mortality  (Ref.  6).  In  a 
study  of  24  patients  vdth  cirrhosis  and 
intractable  ascites,  14  patients  were  still 
surviving  in  reported  followups  from  3  to 
21  months  (ReL  3).  Case  reports  include 
the  use  of  peritoneo-venous  shunts  in 
conjunction  with  hemodialysis  (Refs.  8 
and  9). 

The  Gastroenterology-Urology  Device 
Classification  Panel  heard  presentations 


by  Dr.  Harry  LeVeen  and  Dr.  Malcolm 
Stanley  (Ref.  10).  In  this  presentation, 
studies  that  compare  surgical 
intervention  with  the  LeVeen  shunt  and 
medical  therapy  were  discussed. 
Following  these  presentations  the  Panel 
concluded  that  the  LeVeen  shunt  design 
should  be  subject  to  long  term  clinical 
followup,  but  that  the  controls  of 
performance  standards  would  ensure 
the  safety  and  efiectiveness  of  the 
device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  a  review  of  the  medical  literature 
(Refs.  1  through  9). 

5.  Risks  to  health:  (a)  Infection: 

Defects  in  the  design  or  construction  of 
the  device  preventing  adequate  cleaning 
or  sterilization,  or  defects  in  packaging 
or  processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (b)  Trauma,  hemorrhage,  or 
perforation:  Improper  size,  shape, 
rigidity,  arrangement,  or  finish  on  parts 
of  this  device  may  cause  tissue  damage, 
(c)  Adverse  tissue  reaction:  If  the 
materials  used  in  the  constructon  of  the 
device  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction,  (d)  Blood  incompatibility  or 
blood  disorders:  The  materials  or  design 
of  the  device  may  cause  damage  to 
blood  or  lead  to  thromboembolic 
complications.  Also,  the  shunting  of 
ascitic  fluid  into  the  venous  system  by 
this  device  can  result  in  blood  disorders 
with  thrombosis  or  hemorrhage, 
particularly  in  patients  with  severe  liver 
disorders. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  that  peritoneo-venous 
shunts  of  other  than  the  LeVeen  design 
be  classified  into  class  ni  (premarket 
approval)  and  disagrees  with  the  Panel 
recommendation  that  peritoneo-venous 
shunts  of  the  LeVeen  design  be 
classified  into  class  II  (performance 
standards).  FDA  is  proposing  that  all 
peritoneo-venous  shunts  be  classified 
into  class  III  (premarket  approval).  FDA 
believes  that  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury  to  the  patient  if  there  are  not 
adequate  data  to  assure  the  safe  and 
effective  use  of  the  device.  In  addition, 
the  device  is  purported  or  represented  to 
be  for  a  use  (removing  excess  fluid  from 
the  peritoneal  carity)  that  is  of 
substantial  importance  in  preventing 
impairment  of  human  health. 
Furthermore,  the  device  is  an  implant, 
which  the  Federal  Food,  Drug,  and 


Cosmetic  Act  (21  U.S.C.  360c(d)) 
requires  to  be  classified  into  class  III 
unless  the  agency  determines  that 
premarket  approval  is  not  necessary  to 
provide  reasonable  assurance  of  a 
device’s  safety  and  effectiveness.  In  this 
case,  the  agency  has  determined  that 
premarket  approval  is  necessary  for  the 
device  because  general  controls  and 
performance  standards  are  insufficient 
to  provide  reasonable  assurance  of  the 
safety  and  efiectiveness  of  the  device. 
FDA  also  believes  that  there  is 
insufficient  information  to  establish  a 
standard  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

FDA  is  sensitive  to  the  Panel’s 
concerns  about  the  continued 
availability  of  the  LeVeen  shunt  and  the 
Panel  recommendation  regarding  the 
need  for  long  term  surveillance  of  the 
use  of  this  type  of  the  device.  In  addition 
to  the  LeVeen  shunt,  FDA  has  identified 
the  Denver  design  of  the  peritoneo- 
venous  shunt  (Ref.  11),  which  is  a 
preamendments  device.  FDA  also 
requests  information  on  any  other  kinds 
of  preamendments  peritoneo-shunts  that 
are  presently  being  used.  FDA  believes 
that  the  concerns  of  the  Panel  can  best 
be  met  be  classifying  all  designs  of  this 
generic  type  of  device  into  class  IB  and 
limiting  premarket  approval  of  these 
devices  to  long  term  followup  studies. 

References 
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placed  in  the  Dockets  Management 
Branch  (address  above)  and  may  be 
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10.  Transcript  of  the  Gastroenterology  and 
Urology  Device  ClassiHcation  Panel  Meeting, 
October  26, 1979,  pp.  5-63. 

11.  Lund,  R.  H.  et  al,  “Peritoneal-Venous 
Shunting  System  for  Surgical  Management  of 
Ascites,”  Contemporary  Surgery,  14:31-45, 
1979. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identiHes  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  p.  lend  Part  876  in  Subpart  F 
by  adding  new  §  876.5955,  to  read  as 
follows: 

§  876.5955  Peritoneo-venous  shunt 

(a)  Identification,  A  peritoneo-venous 
shunt  is  an  implanted  device  that 
consists  of  a  catheter  and  a  pressure 
activated  one-way  valve.  The  catheter  is 
implanted  with  one  end  in  the  peritoneal 
cavity  and  the  other  in  a  large  vein.  This 
device  enables  ascitic  fluid  in  the 
peritoneal  cavity  to  flow  into  the  venous 
system  for  the  treatment  of  intractable 
ascites. 

(b)  Classification.  Class  III  (premarket 
approval). 

interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 


Dated:  December  19, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  61-804  Filed  1-22-Bl:  8:45  am] 
BILUNO  CODE  4110-4)3-M 


21  CFR  Part  876 

Docket  No.  78N-1967] 

Medical  Devices;  Classification  of 
Hernia  Supports 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  hernia  supports  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  reconunendation  of  the 
Gastroenterology-Urology  Device 
ClassiHcation  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATE^:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formerly 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Viilarroel,  Bureau  of  Medical 
Devices  (HFK-420),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classiHcation  of  hernia  supports: 

1.  Identification:  A  hernia  support  is  a 
device,  usually  made  of  elastic,  canvas, 
leather,  or  metal,  that  is  intended  to  be 
placed  over  a  hernial  opening  (a 
weakness  in  the  abdominal  wall)  to 


prevent  protrusion  of  the  abdominal 
contents.  This  generic  type  of  device 
includes  the  umbilical  truss. 

2.  Recommended  classiHcation:  Class 
II  (performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be 
a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel 
recommends  that  hernia  supports  be 
classiHed  into  class  II  because  the 
materials  used  in  the  device  that  contact 
the  body  must  be  controlled  by  a 
performance  standard  to  ensure  their 
biocompatibility  to  prevent  an  adverse 
tissue  reaction.  The  design  and 
construction  of  the  device  must  be 
controlled  by  a  performance  standard  so 
that  the  device  will  not  cause  pressure 
sores  or  aggravate  the  hernia.  The  Panel 
believes  that  general  controls  alone 
would  not  provide  sufficient  control 
over  these  characteristics.  ’The  Panel 
believes  that  a  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  and  that  there  is  sufHcient 
information  to  establish  a  performance 
standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device  and 
on  the  widespread  use  of  the  device  in 
medical  practice. 

5.  Risks  to  health:  (a)  Adverse  tissue 
reaction:  If  the  materials  used  in  the 
construction  of  the  device  are  not 
biocompatible,  the  patient  may  have  an 
adverse  tissue  reaction,  (b) 

Exacerbation  of  the  hernia:  Inadequate 
design  or  construction  of  the  device  may 
cause  pressure  sores  or  increase  the 
severity  of  the  hernia. 

Proposed  Classincation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
hernia  supports  be  classiHed  into  class 
II  (perform«nce  standards).  The  agency 
believes  'hat  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard  will 
provide  resonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  agency  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 

The  agency  has  determined  that 
compliance  with  the  device  good 
manufacturing  practice  (CMP) 
regulation,  except  for  §  820.180  (general 
requirements  concerning  records)  and 
§  820.198  (complaint  files),  is  not 
required  to  assure  that  hernia  supports 
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will  be  safe  and  effective  and  otherwise 
in  compliance  with  the  act.  The  agency 
has  based  its  determination  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device.  The 
agency  is  not  exempting  manufacturers 
■  of  hernia  supports  from  the 
requirements  of  §  §  820.180  or  820.198 
because  it  has  determined  that 
compliance  with  these  sections  is  in  the 
public  interest  and  will  not  be  unduly 
burdensome  for  device  manufacturers. 

There  are  two  procedures  by  which 
FDA  may  exempt  a  manufacturer  of  a 
device  from  complying  with  any  or  all  of 
the  requirements  of  the  GMP  regulation. 
First,  a  manufacturer  of  a  device  subject 
to  any  requirement  under  the  GMP 
regulation  may  petition  the  agency 
pursuant  to  section  520(f)(2)(A)  of  the 
act  (21  U.S.C.  360j(f)(2)(A))  for  an 
exemption  or  variance  from  the 
requirement.  An  exemption  granted  in 
response  to  such  a  petition  applies  only 
to  the  manufacturer  who  submitted  the 
petition.  Second,  in  classifying  a  medical 
device  into  class  I  under  section  513  of 
the  act  (21  U.S.C.  360c),  the  agency  may 
determine  that  certain  of  the 
requirements  of  the  GMP  regulation 
shall  not  apply  to  the  device.  In  that 
instance,  the  exemption  applies  to  all 
manufacturers  of  the  generic  type  of 
device  that  is  the  subject  of  the 
classiHcation  regulation.  The  agency 
may  grant  an  exemption  under  either 
procedure  only  if  it  determines  that 
compliance  with  the  requirement  is  not 
necessary  to  assure  that  the  device  will 
be  safe  and  effective  and  otherwise  in 
compliance  with  the  act. 

The  agency  previously  granted  a 
manufacturer’s  petition  (79P-0278)  for 
exemption  of  its  hernia  support  from  the 
requirements  of  the  GMP  regulation, 
except  §  820.180  (general  requirements 
^  concerning  records)  and  §820.198 
(complaint  files).  As  explained  above, 
that  exemption  applied  only  to  the 
petitioner.  In  this  regulation  classifying 
hernia  supports,  FDA  is  exempting  from 
certain  sections  of  the  GMP  regulation 
all  manufacturers  of  this  generic  t3q)e  of 
device.  This  action  is  consistent  with  the 
agency’s  policies  and  criteria  for 
exemption  discussed  in  the  preamble  to 
the  proposed  general  provisions  for  this 
Part,  published  elsewhere  in  this  issue  of 
the  Federal  Register.  Additional 
information  regarding  the  procedures  for 
petitioning  for  exemptions  or  variances 
from  the  GMP  regulation  is  available,  as 
described  in  a  notice  published  in  the 
Federal  Register,  of  January  18, 1980  (45 
FR  3671). 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 


classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register,  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26. 
1978  (43  FR  22672  and  22673).  This 
proposed  classification  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5970,  to  read  as 
follows: 

§  876.5970  Hernia  support 

(a)  Identification.  A  hernia  support  is 
a  device,  usually  made  of  elastic, 
canvas,  leather,  or  metal,  that  is 
intended  to  be  placed  over  a  hernial 
opening  (a  weakness  in  the  abdominal 
wall)  to  prevent  protrusion  of  the 
abdominal  contents.  This  generic  type  of 
device  includes  the  umbilical  truss. 

(b)  Classification.  Class  11 
(performance  standards).  The  device  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  regarding  general 
requirements  concerning  records,  and 

§  820.198,  regarding  complaint  files. 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305).  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  81-805  Filed  1-22-81:  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  876 
[Docket  No.  78N-2072] 

Medical  Devices;  Classification  of 
Gastrointestinal  Tubes  and 
Accessories 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  gastrointestinal  tubes  and 
accessories  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendations  of  the 
Gastroenterology-Urology  Device 
Classification  Panel  and  of  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  that  the  devices  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  March  24, 1981. 
FDA  proposes  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Dockets  Management  Branch  (formeriy 
the  Hearing  Clerk’s  office)  (HFA-305), 
Food  and  Drug  Administration,  Rm. 

4-62,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fernando  Villarroel,  Bureau  of  Medical 
Devices  (HFK-420).  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7750. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Gastroenterology-Urology  Device 
Classification  Panel  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendation  regarding  the 
classification  of  gatrointestinal  tubes 
and  accessories. 

1.  Identification:  A  gastrointestinal 
tube  and  accessories  is  a  device  that 
consists  of  flexible  or  semirigid  tubing 
used  for  instilling  fluids  into, 
withdrawing  fluids  from,  splinting,  or 
suppressing  bleeding  of  the  alimentary 
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tract.  This  device  may  incorporate  an 
integral  inflatable  balloon  for  retention 
or  hemostasis.  This  generic  type  of 
device  includes  the  hemostatic  bag. 
irrigation  and  aspiration  catheter 
(gastric,  colonic,  etc.),  rectal  catheter, 
sterile  infant  gavage  set,  gastrointestinal 
string  and  tubes  to  locate  internal 
bleeding,  double  lumen  tube  for 
intestinal  decompression  or  intubation, 
feeding  tube,  gastroenterostomy  tube. 
Levine  tube,  nasogastric  tube,  single 
lumen  tube  with  mercury  weight  balloon 
for  intestinal  intubation  or 
decompression,  and  gastro-urological 
irrigation  tray  (for  gastrological  use). 

2.  Recommended  classification:  Class 
II  (performance  standards).  The 
Gastroenterology-Urology  Device 
Classification  Panel  recommends  that 
establishing  a  performance  standard  for 
these  devices  be  a  medium  priority.  The 
General  and  Plastic  Surgery  Device 
Classiflcation  Panel  recommends  that 
establishing  a  performance  standard  for 
these  devices  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Gastroenterology- 
Urology  Device  Classification  Panel 
recommends  that  gastrointestinal  tubes 
and  accessories  be  classified  into  class 
II  (performance  standards)  because  the 
materials  used  in  the  construction  of  the 
devices  must  be  controlled  by  a 
performance  standard  to  ensure  their 
biocompatibility.  Also,  the  design  and 
construction  of  the  devices,  including 
the  shape,  size,  tensile  strength, 
flexibility,  surface  finish,  softness,  and 
strength  of  the  devices  must  be 
controlled  to  prevent  tissue  damage  and 
blockage,  trauma,  hemorrhage,  or 
perforation,  to  enable  proper  cleaning 
and  sterilization  to  prevent  infection, 
and  the  structure  and  the  balloon  cuff 
function  must  operate  properly  to  permit 
the  tube  to  be  recovered.  The  General 
and  Plastic  Surgery  Device 
Classiflcation  Panel  recommends  that 
the  devices  be  classified  into  class  II 
because  the  devices  should  be 
constructed  of  materials  that  are 
nontoxic,  nonallergenic, 
noncarcinogenic,  nonpyrogenic,  and  that 
do  not  degrade  by  interaction  with  body 
tissue  or  body  fluid.  The  General  and 
Plastic  Surgery  Device  Classification 
Panel  also  recommends  that  the  devices 
not  contain  residual  foreign  matter.  The 
Panels  believe  that  general  controls 
alone  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Panels  believe  that  a  performance 


standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  these  devices  and  that 
there  is  sufficient  information  to 
establish  a  performance  standard. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels 
based  their  recommendations  on  the 
Panel  members’  personal  knowledge  of, 
and  clinical  experience  with,  the  devices 
and  on  the  widespread  use  of  these 
devices  in  medical  practice. 

5.  Risks  to  health:  (a)  Trauma, 
hemorrhage,  or  perforation;  Improper 
size,  shape,  rigidity,  arrangement,  or 
finish  on  parts  of  ^ese  devices  may 
cause  tissue  trauma,  hemorrhage,  or 
perforation,  (b)  Adverse  tissue  reaction: 
If  the  materials  used  in  the  construction 
of  the  devices  are  not  biocompatible,  the 
patient  may  have  an  adverse  tissue 
reaction,  (c)  Wound  contamination;  If  a 
gastroenterostomy  tube  breaks,  the 
contents  may  contaminate  the  surgical 
wound,  (d)  Tissue  necrosis  (destruction): 
If  the  devices  exert  excessive  pressure 
on  the  intestine,  they  may  cause  tissue 
necrosis,  (e)  Ineffective  treatment;  If  the 
devices  are  too  flexible,  they  may  not  be 
able  to  pass  into  the  gut,  or  if  the  tube  is 
defective  and  does  not  allow  the 
intestinal  contents  to  be  drained, 
ineffective  treatment  could  result,  (f) 
Inability  to  recover  tube:  If  the  thin 
structure  of  the  double  lumen  tube 
becomes  knotted,  or  the  balloon  does 
not  deflate,  there  may  be  difficulty  in 
extracting  the  tube,  (g)  Infection:  Defects 
in  the  design  and  construction  of  the 
device  preventing  adequate  cleaning  or 
sterilization,  or  defects  in  packaging  or 
processing  of  a  device  sold  as  sterile, 
may  allow  pathogenic  organisms  to  be 
introduced  and  cause  an  infection  in  the 
patient,  (h)  Kinking  of  gut:  If  intestinal 
splinting  tubes  are  too  supple,  the  gut 
may  kink,  (i)  Erosion  of  gut:  If  intestinal 
splinting  tubes  are  too  stiff,  erosioin  of 
the  gut  may  result. 

Proposed  Classiflcation 

FDA  agrees  with  the 
recommendations  of  both  Panels  and  is 
proposing  that  gastrointestinal  tubes 
and  accessories  be  classified  into  class 
II  (performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  these  devices  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  devices.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
devices.  The  agency  also  believes  that 


there  is  sufficient  information  to 
establish  a  performance  standard  for 
these  devices. 

FDA  has  reviewed  the 
recommendations  of  the 
Gastroenterology-Urology  Device 
Classiflcation  Panel  and  of  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  ^or  gastrointestinal 
tubes  and  accessories,  and  has 
concluded  that  the  classification  of 
these  devices  should  be  published  in  the 
part  of  the  Code  of  Federal  Regulations 
for  gastroenterology  and  urology 
devices. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  This 
proposed  classiflcation  regulation 
identifies  each  device  panel  by  the 
former  name.  Further  information 
regarding  the  device  advisory 
committees  and  list  of  their  new  names 
may  be  found  in  the  preamble  to  the 
general  provisions,  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  876  in  Subpart  F 
by  adding  new  §  876.5980,  to  read  as 
follows: 

§  876.5980  Gastrointestinal  tube  and 
accessories. 

(a)  Identification.  A  gastrointestinal 
tube  and  accessories  is  a  device  that 
consists  of  flexible  or  semi-rigid  tubing 
used  for  instilling  fluids  into, 
withdrawing  fluids  from,  splinting,  or 
suppressing  bleeding  of  the  alimentary 
tract.  This  device  may  incorporate  an 
integral  inflatable  balloon  for  retention 
or  hemostasis.  This  generic  type  of 
device  includes  the  hemostatic  bag, 
irrigation  and  aspiration  catheter 
(gastric,  colonic,  etc,),  rectal  catheter, 
sterile  infant  gavage  set,  gastrointestinal 
string  and  tubes  to  locate  internal 
bleeding,  double  lumen  tube  for 
intestinal  decompression  or  intubation, 
feeding  tube,  gastroenterostomy  tube, 
Levine  tube,  nasogastric  tube,  single 
lumen  tube  with  mercury  weight  balloon 
for  intestinal  intubation  or 


7641 


Federal  Register  /  Vol.  46,  No.  15  /  Friday.  January  23.  1981  /  Proposed  Roles 


decompression,  and  gastro-urological 
irrigation  (for  gastrological  use). 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
March  24, 1981  submit  to  the  Dockets 
Management  Branch  (formerly  the 
Hearing  Clerk’s  office)  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville.  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  December  19, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doa  81-806  Filed  1-22-81;  8:45  am] 
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